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The Proposed Division of Functions 
of the Food and Drug Administration 


THE AUTHOR CONSIDERS THE SOUNDNESS OF THIS PROPOSAL 
OF THE HOOVER COMMISSION AS A MEANS OF ELIMINATING 
EXISTING CONFLICTS IN JURISDICTION AND OF EFFECTIVE 
ENFORCEMENT OF THE LAW . . BY EDWARD BROWN WILLIAMS 








Executive Branch of the Government has recommended a divi- 

sion of the functions of the Food and Drug Administration 
between the Department of Agriculture, to which the Commission would 
allocate food regulatory activities, and a proposed new Union Medical 
Administration, to which would be transferred those functions relating 
to drugs. There are sound reasons for believing that such a cleavage 
of the Administration would result in serious impairment of effective 
enforcement of the Food, Drug, and Cosmetic Act, as well as of the 
healthy relationship of mutual respect and tolerance presently existing 
between the government as represented by the Food and Drug Admin- 
istration and the industries subject to its regulatory jurisdiction. The 
prospects of such results justify a careful consideration of the Commis- 
sion's proposal by the affected industries as well as by the public. 


[ee HOOVER COMMISSION on the Organization of the 
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Member of the Bar 
of the District of Columbia 





Reasons Jor the Commission's Proposal 


The basis for the Commission's proposal, as stated in its Report on 
the Department of Agriculture, is that the present separation among 
several agencies of regulatory authority over food products on the one 
hand, and drugs on the other, “creates great overlap and confuses the 
public." The Commission points to the fact that not only the Depart- 
ment of Agriculture, but the Food and Drug Administration, the 
Bureau of Internal Revenue, and the Federal Trade Commission exer- 
cise food regulatory functions, and that the Food and Drug Adminis- 
tration, the Department of Agriculture, and the Federal Trade 
Commission each have a jurisdiction in certain areas of drug control. 
As a result, there are conflicts of jurisdiction, and some manufacturers 
must comply with the regulations of more than one Federal agency. 

hat some conflicts exist is undeniable. Probably they always will exist. 
The question, however, is the soundness of the proposed solution in the 
interest of business and the public alike, not only from the point of view 
of eliminating such conflicts, but from that of effective and skilled 
enforcement of the law. 


Effectiveness of the Food and Drug Administration 


The advance in standards of food and drug manufacture and proc- 
essing in the United States since 1906, when the first food and drug 
law was enacted, has been notably greater than that of any other country 
in the world. This is, in large measure, traceable to the operations of 
the Food and Drug Administration under the 1906 law and the Food, 
Drug, and Cosmetic Act of 1938, now in effect. It is unfortunate that 


Page 164 Food Drug Cosmetic Law Quarterly—June, 1949 

















public knowledge of the operations of this agency has failed to keep 
pace with the increasing benefits which have accrued to the public under 
the Jaw which it administers. Therein lies a major cause for the appre- 
hension that its proposed dismemberment will be effected without even 
a realization by those responsible of the disservice both to the public 
and to industry which such a proposal presages. 

It is unnecessary to retell, for readers of this Quarterly, the various 
activities and accomplishments of the Food and Drug Administration. 
It needs no hesitation to say that the responsible majority of members 
of the food and drug industries regard the Food and Drug Administra- 
tion not simply as a sort of policeman, but as a safeguard for their 
own high standards and reputations against the marginal violators of 
the law who, sooner or later, are taken into camp by the Administration 
and either converted to the faith or, if recalcitrant, put out of business. 
This benefit to the efficient manufacturer who is conscious of his re- 
sponsibility to the public is, indeed, a by-product of the administration 
of the Food and Drug laws, but it is, nevertheless, a real protection. 


The Commission's Charter 


The Hoover Commission was created as a first basic step in effectu- 
ating the declared policy of Congress “to promote economy, efficiency, 
and improved service in the transaction of the public business” by the 
departments and agencies of the Federal government. This is the Com- 
mission’s Charter under Public Law No. 162 of the Eightieth Congress. 

It is, therefore, pertinent to consider whether, if adopted, the Com- 
mission's recommendation would “promote economy, efficiency, and 
improved service in the transaction of the public business.” There are 
good reasons for thinking that it would not. 


Disadvantages of the Proposed Division of Functions 


One of the most apparent disadvantages which can be envisaged 
as a result of the proposed division of functions is the loss of the notable 
continuity of personnel and policy maintained for many years by the 
present Food and Drug Administration. There have been, for example, 
only five commissioners of Food and Drugs since the first food and drug 
law was enacted in 1906. Most employees of the Administration look 
upon their employment as a career service, with the consequence that 
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job turnover is minimal, and skills once acquired are not lost to the 
government. The effects are seen in the work of the agency. 

Closely related is the loss of the advantages which flow from the 
fact that many of the administrative, scientific, and technical personnel, 
and the field inspection force of the Food and Drug Administration 
are, as a matter of practice, assigned to work involving all of the three 
general types of regulation—food, drug, and cosmetic—in which the 
Administration is engaged. The impetus thus given to the develop- 
ment of technical skills and experience is marked. The same practice 
results in a reduction of the number of employees who would be required, 
particularly in the field, if each inspector or laboratory technician were 
restricted to a single area of operations. 

These obvious advantages, as well as the present use of available 
laboratory facilities in all fields of regulatory activity, would disappear 
if the division of function and personnel, which would result from the 
Commission's recommendation, were effected. This is not a result which 
seems calculated to promote either economy or efficiency. 

The dissenting minority of the Commission specifically pointed to 
such duplication of laboratory facilities and personnel as an important 
basis for their objection to the Commission's proposal, stating in their 
dissent, as recorded inethe Commission's report on Social Security, 
Education, and Indian Affairs, that, 

The splintering apart of the Food and Drug Administration, at least on the basis 
recommended by the Commission, would create—rather than eliminate—duplication 
and overlapping of services, activities, and functions. The one common system of 
Washington and field laboratories and the one common and interchangeable profes- 
sional staff of chemists and inspectors that now serve the Food and Drug Adminis- 
tration would be supplanted by two systems of laboratories and two staffs. These 
two separate staffs, working independently of each other, would be without the 
flexibility and economy of work assignment permitted under existing arrangements. 

It is, indeed, difficult to discern an achievement of the Commission's 
statutory purpose in such consequences. 


The Position of the Department of Agriculture 


The ordinary citizen is not concerned with the question of whether 
governmental activities relating to a single category of products, such as 
food and drugs, are concentrated in one department or in several. His 
interest, if he is aware of the problem, is in the allocation of these 
activities in such a manner as to promote maximum efficiency in their 
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administration. In the instance of the regulatory activities of the Food 
and Drug Administration, the statutory aim, as the legislative history 
of the Food, Drug, and Cosmetic Act amply demonstrates, is the pro- 
tection of the public interest in the integrity and honest marketing of 
the regulated products as, similarly, it is a function of the Securities 
and Exchange Commission to assure the honest marketing of securities 
in the public interest. The fact that the Department of Agriculture is 
primarily concerned with agricultural activities seems to be no more 
cogent a reason for associating with it all food regulatory activities 
than would the fact that the Commerce Department is primarily con- 
cerned with business and trade be a compelling reason for the transfer 
to that Department of the Securities and Exchange Commission. 


On the contrary, the Department of Agriculture, as a producer- 
minded agency, can hardly be expected to be unaffected by the inter- 
ests and pressures of its principal clients—the farmers—who, in the 
last analysis, are suppliers of most of the foods subject to regulation 
under Federal law. 


The Commission states that, “We believe, as does our Task Force, 
that the Department of Agriculture will be vigorous in the protection 
of consumer interest.” It will certainly be granted that the Department 
would enforce the law in the consumer interest as that interest appears 
to it. But can it reasonably be doubted that the producer's interest as 
a particular class—a minority—would weigh with exceeding heaviness 
upon policy-making personnel whose appointments, to a considerable 
degree, are influenced by that minority, and that this influence would 
make itself felt in matters which concern both industry and the public? 


The Commission's Task Force on Agricultural Activities recognized, 
in its report to the full Commission, that there arise “occasional con- 
flicts between consumer and agricultural interests, as in the case of spray 
tolerance (poisonous spray residue on fruits), sucrose-dextrose (both 
sweetening agents), and skimmed milk controversies (involving the 
question of a less consumer-resistant name for skimmed milk), and while 
these controversies achieved substantial political significance, such con- 
troversies are, after all, relatively infrequent.’ (Explanatory matter 
in parentheses supplied. ) 


The fact is that such controversies underlie every contest in food- 
standard hearings involving the use of chemical substitutes for natural 
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products, as well as controversies such as those mentioned in the report 
of the Commission's Task Force. Similar conflicts arise in connection 
with the prosecution of legal actions against agricultural products. They 
are likely to come to the attention of the public only in exceptional cases. 
But this is hardly a reason for ignoring the significance to the public 
of the manner in which they are decided by the government. 

The primary interest of the Department of Agriculture is in the 
rural life activities of the country. It should not be vested with juris- 
diction in the regulation of commercial practices as such without com- 
pelling reason for such a step. The fact that it does exercise regulatory 
functions in other than its primary field is no valid reason for adding 
to those functions—rather, it would seem that overlaps resulting from 
that fact should be solved by placing such functions in a nonagricultural 
atmosphere. 

Earlier Reorganization 


It may be recalled that, until some eight years ago, the Food and 
Drug Administration itself was a unit of the Department of Agriculture. 
It was transferred to the Federal Security Agency by Reorganization 
Plan No. IV, promulgated by President Roosevelt under the Reorgani- 
zation Act of 1939 (Act of April 3, 1939). The reasons for that move, 
which are as applicable today as they were then, were stated in the 
President's message transmitting the plan to Congress. The President 
said, “The work of the Food and Drug Administration is unrelated to 
the basic function of the Department of Agriculture,’ and expressed the 
belief that “the opportunity for the Food and Drug Administration to 
develop along increasingly constructive lines’’ lay in the Federal Security 
Agency. The President's judgment has been amply justified by experi- 
ence. The Administrators of the Federal Security Agency have consist- 
ently supported the position of the Food and Drug Administration in 
conflicts between what the Food and Drug Administration conceived 
to be the public interest, and outside pressures. The latter have on 
occasions been substantial. 


Conflicts of Jurisdiction 


It has been noted that the stated basis for the Commission's pro- 
posal of dividing food and drug regulatory functions was the existence 
of “overlaps” of jurisdiction which confuse the public. It seems safe 
to say, however, that if the Commission's suggestion is adopted, the 
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presently existing overlaps will appear pygmean when viewed in retro- 
spect by either the government administrator, the businessman, or his 
lawyer Who is faced with the necessity of decoding the complexities 
of the new arrangement. 


The Food, Drug, and Cosmetic Act contains numerous basic provi- 
sions common to food, drug, and cosmetic regulation alike; for example: 
the criminal, seizure, and injunction provisions; provisions for exempt- 
ing regulations as well as regulations establishing affirmative require- 
ments; provisions for the certification of coal-tar colors; and certain very 
basic misbranding and adulteration provisions. Experience does not 
justify any reasonable expectation that a coordinated approach under 
these common provisions would be made by two separate and independ- 
ent agencies; and it would be intolerable to have those agencies follow- 
ing different enforcement and regulatory policies under the same or 
substantially identical provisions of the same law. Moreover, carriers, 
warehousemen, and the industry would be faced with investigations of 
their records, plants, and warehouses by two different sets of inspectors 


instead of one, as now. 


Under the law, many articles may be subject to regulation as both 
foods and drugs, according to the uses to which they are to be put and 
whether they are listed as drugs in the United States Pharmacopoeia, 
the National Formulary, or the Homeopathic Pharmacopoeia, the official 
drug compendia. The LInited States Pharmacopoeia alone lists as drugs 
more than 35 common foods. At least some, but certainly not all, of 
the conflicts which would arise out of this factor under the proposal of 
the Hoover Commission can be readily forecast. 


For example, a manufacturer of vitamins or other special dietary 
preparations who succeeded in clearing his product as a drug with the 
splinter of the divided Food and Drug Administration enforcing the 
provisions of law relating to drugs—the medical agency—might, never- 
theless, find the product seized and himself prosecuted criminally by 
the food splinter—the Department of Agriculture—for the violation of 
identical provisions relating to foods. This is not an unlikely situation. 
Manufacturers and shippers have suffered similar painful experiences as 
a result of the present divided jurisdiction of the Federal Trade Com- 
mission, which polices advertising of foods and drugs, and the Food 
and Drug Administration, which regulates labeling of the same articles. 
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Further complications in the area where the definition of “food” 
overlaps that of ‘drug’ may be expected to arise from the common 
practice of referring, in the labeling of one article, to other proflucts of 
the same manufacturer, particularly in view of the fact that, in the 
Urbeteit’ and Kordel? cases, the Supreme Court has apparently so 
extended the field of “labeling” that it may include printed matter 
formerly regarded only as advertising. 


It perhaps would strain mental facility too greatly to attempt to 
envisage the complications in the field of res judicata which seem neces- 
sarily inherent in the structure contemplated by the Hoover Commission. 
Such difficulties have not yet been ironed out between the Federal 
Trade Commission and the Food and Drug Administration under the 
present far less complicated arrangements. 


It hardly seems necessary to explore these probabilities of conflict 
and uncertainty in detail since to an industry or professional group, 
acquainted with the structure and operation of the Food, Drug, and 
Cosmetic Act, the very concept of division of its regulatory functions 
is sufficiently suggestive. 


Divergencies Within the Commission 


The extreme divergence of opinion as to the disposition of the 
Food and Drug Administration between the Commission and the three 
Task Forces which have considered this problem, and between these 
Task Forces themselves, is a significant element of this picture. 


Commissioners James K. Pollock and James H. Rowe, Jr., dissented 
from the Commission's recommendation and have recorded an excellent 
statement of their reasons. The Task Force on Agricultural Activities 
proposed the shift of all functions of the Food and Drug Administra- 
tion to the Department of Agriculture; the Task Force on Public Welfare 
said they should all go to the Public Health Service; and the Task Force 
on Federal Medical Services wanted them placed in the Public Health 
Division of a proposed National Bureau of Health. Such unanimity 
of difference is not conducive to confidence in the Commission's con- 
clusions in this matter. 





1 United States v. Urbeteit, 93 L. Ed. 79 ? Kordel v. United States, 69 S. Ct. 106 
(1948) [CCH Food Drug Cosmetic Law Re- (1948) [CCH Food Drug Cosmetic Law Re- 
ports § 7102). ports { 7101}. 
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This impression is underlined by the fact that these conclusions 
are themselves inconsistent with the Commission's own professed prin- 
ciple of grouping agencies according to major purpose—a principle 
approved by the Commission as recommendation No. 12 of its report 
on General Management of the Executive Branch. Elaboration is not 
required to show that protection of the purse and health of consumers 
is not the major purpose of the Department of Agriculture and that the 
projected medical agencies would have little to do with the important 
non-health function of the Food and Drug Administration—the safe- 
guarding of the public's pocketbook. 


Conclusion 


It will, of course, be assumed that the Hoover Commission acted 
with all the good will in the world for the general welfare and with 
due regard for the interest of business. But it has succeeded only in 
a bare penetration of the periphery of the food and drug regulatory 
problem. It has obscured the real issues of the problem by the adoption 
of an over-simplified pattern of functional alignment apparently based 
on product origin rather than on the purpose and character of the regu- 
latory function itself. The purpose of the function is the protection 
of the ordinary citizen from adulterated and misbranded foods and drugs, 
as the history of the food and drug laws abundantly testifies; and its 
character is essentially the same in the field of foods as in that of drugs. 
It seems clear that better reasons must be advanced if the change recom- 
mended by the Commission is to be justified on the record. {The End] 


Chie 
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The Cook Chocolate Case 


An €ffort to Compel the Initiation 
of Administrative Proceedings 


BY SELMA M. LEVINE* 





HE POWER of a single complainant to compel the Federal 

Security Administrator to set in motion the rule-making process 

under Section 701(e) of the Federal Food, Drug, and Cosmetic 
Act ' was recently considered by the United States District Court for 
the District of Columbia in Cook Chocolate Co. v. Ewing.? The case 
was tried and decided on a relatively narrow issue—whether the action 
of the Administrator in denying plaintiff's applications to call a public 
hearing on a proposal to amend the cacao products standards constituted 
an abuse of discretion.* 


Power of Administrator to Exclude Wholesome Ingredients from 
Standard 


Some detail in setting out the facts is necessary for an under- 
standing of the problems involved. From time to time since 1940, when 
proposed standards of identity for wheat flour and related products 
were under consideration, the Federal Security Administrator has been 
asked to permit the inclusion of certain vitamins and minerals as op- 





* Miss Levine is an attorney for the Cook Chocolate Co. v. Miller, 72 F. Supp. 
Food and Drug Division of the Federal 573 (DC D. C., 1947) [CCH Food Drug 
Security Agency Cosmetic Law Reports § 7056] 
121 U.S. C. 321 et seq. > Motion for a new trial was denied on 
2 Civil No. 684-47 The court's opinion May 26, 1949. 
on the motion to dismiss is reported as 
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tional ingredients in foods for which standards of identity under the 
Federal Food, Drug, and Cosmetic Act have been sought. The Ad- 
ministrator met such a proposal in regard to flour by establishing a 
standard of identity for flour which excluded vitamins and minerals, and 
a separate standard of identity for enriched flour which included them. 
The factual and judgmental basis for that action was detailed in the 
order issued on May 26, 1941.4 A finding was made that, while the 
indiscriminate enrichment of foods with vitamins and minerals would 
tend to confuse and mislead consumers, the limited enrichment of selected 
staple foods was readily adaptable to the promotion of consumer under- 
standing of the relative values of enriched and unenriched foods.’ Flour 
was shown to be a staple food widely consumed by people suffering from 
dietary deficiencies, especially of thiamine (vitamin B, ), riboflavin, nico- 
tinic acid (niacin), and iron. Deficiencies in these elements tended to 
occur in the same individuals. 


The standard of identity for enriched flour prescribed both the 
kinds and amounts of vitamins and minerals to be added. This specifi- 
cation was adjudged desirable in order to promote honesty and fair 
dealing in the interest of consumers.® The rationale was based on the 
following factors: (1) while there was a public demand for vitamin- 
enriched food, there was also a general ignorance of the composition 
and value of vitamin and mineral content, resulting in an inability on 
the part of consumers to guard against the purchase of products of 
inferior or unsuitable vitamin and mineral content; (2) a regulation 
restricting the kinds and amounts of vitamins and minerals that might 
be added to a limited number of staple foods would promote honesty and 
fair dealing in the interest of consumers, first, by giving assurance that 
such foods would make significant vitamin and mineral contributions 
to the dietary in the places where they were needed, and second, by 
eliminating the consumer confusion that would result from the indis- 
criminate addition of those substances to all foods. In Federal Security 
Administrator v. Quaker Oats Co.,’ the Supreme Court sustained the 
validity of the flour standard and decided that the Administrator's order 
in regard to the enrichment of foods was based on substantial evidence. 





46 Federal Register 2574 (1941). ‘“‘whenever in the judgment of the Admin- 
5 Findings 37 and 38, 6 Federal Register istrator such action will promote honesty 
2574, 2576 (1941). and fair dealing in the interest of con- 
6 Section 401 of the Act (21 U. S. C. 341) sumers.”’ 
provides for the issuance of food standards 7318 U. S. 218 (1943). 
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Up until that time. at least, a general misconception had prevailed 
that the Administrator could not legally exclude from a standard of 
identity any wholesome or beneficial ingredient that was proposed for 
use. There was, in addition, misunderstanding as to the reasons for 
permitting the addition of vitamins and minerals to foods for which 
standards had already been established. To dissipate the confusion, 
the Administrator deemed it advisable to set forth in a public announce- 
ment the administrative criteria he would apply in determining whether 
a particular definition and standard of identity which provided for the 
inclusion of vitamins and minerals in a food would promote honesty 
and fair dealing in the interest of consumers. With the advice of the 
expert staff available to him, and that of the Committee on Food and 
Nutrition of the National Research Council, and on the basis of the 
experience he had gained in dealing with such problems, the Admin- 
istrator formulated a statement of policy embodying these criteria and 
published it in the Federal Register.‘ 


Application to Amend Standards for Cacao Products 


The cacao products standards, promulgated after public hearing 
in 1945, did not permit the addition of vitamins as optional ingredients 
in sweet chocolate. Subsequent to the issuance of these regulations, 
the Cook Chocolate Company, manufacturer of a vitaminized chocolate 
bar, filed two successive applications, under Section 701(e) of the Act, 
requesting that a public hearing be called to consider a proposal to 
amend the definition and standard of identity for sweet chocolate so as 
to permit the inclusion of vitamins. The applications were considered 
and denied by the Administrator because they failed to present reason- 
able grounds on which he might conclude that the proposed amendment 
would promote honesty and fair dealing in the interest of the consumer. 
In denying the first application, the Administrator called attention to 
the Statement of Policy which had been published in 1943. 


Suit to Compel Hearing on Proposal to Amend Standards 


The company brought suit against the Federal Security Admin- 
istrator asking the court (1) to ‘determine that the Federal Security 
Administrator shall hold a public hearing . . . upon plaintiff's application 





*8 Federal Register 9170 (1943). * 21 Code of Federal Regulations, Section 
14.1-12 (Supp. 1944); 9 Federal Register 
14329 (1944). 
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to amend the cacao products regulations’ and (2) to ‘determine that 
the plaintiff's product, Vita Sert, does not violate the cacao products 
regulations established by the Federal Security Administrator.” The 
complaint termed the denials of the applications ‘arbitrary.’ Claiming 
that it was entitled to a public hearing under Section 701(e), plaintiff 
contended that the Administrator could dispose of the proposal to add 
vitamins to sweet chocolate as optional ingredients only on the basis 
of evidence introduced at a public hearing.’ 


The government's motion to dismiss was granted insofar as the 
prayer for relief sought an adjudication that Vita Sert did not violate 
the definition and standard of identity for sweet chocolate. The court 
refused, however, to order a dismissal of the suit for declaratory judg- 
ment on the plaintiff's right to have a hearing on the amendment of the 
cacao products standards. 


At the pre-trial conference, the court stated the issue to be whether 
the action of the Administrator in denying a hearing was “arbitrary.” 
The “trial,” lasting a little over three hours, pointed up the confusion 
as to the type of trial appropriate for determining the legality of the 
Administrator's actions. Counsel for plaintiff, after rather lengthy in- 
troductory statements, argued that only after a public hearing might 
the Administrator decide that a particular proposal would not promote 
honesty and fair dealing in the interest of consumers. In support of 
this contention, he attempted to introduce into evidence the two ap- 
plications for a hearing and supporting documents, arguing that they 
had the “same weight as oral testimony.’ Government counsel agreed 
to accept the documents as evidence of what transpired between plain- 
tiff and the Administrator, but objected to their introduction as evidence 
of the truth of the allegations contained therein. Plaintiff then moved to 
introduce the documents through the president of the Cook Chocolate 
Company. He had qualified to testify only with respect to manufacturing 
and selling practices. The same objection of the defense was raised. 
The court finally permitted the documents to be received into evidence, 
stating for the record that they would be accepted without qualification 
and without indicating the weight that the court would give them. With 





1% The Supreme Court has recently de- Week 4463 (June 6, 1949). This opinion 





cided that procedural due process does not 
require an administrative tribunal, quasi- 
judicial in nature, to grant a hearing be- 
fore determining that the allegations of 
a petition are insufficient 17 U. S. Law 
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reversed the Court of Appeals for the Dis- 
trict of Columbia, which had held that 
oral argument was required on the legal 
sufficiency of the petition. 3 Pike & Fischer 
Administrative Law 41d. 12-43 (1948). 
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no further proof, plaintiff rested. The Administrator's counsel moved to 
dismiss and for summary judgment on the ground that no evidence had 
been introduced to prove the allegations of the complaint. 


The motion has been sustained. Stating that the function of the 
Administrator in acting upon a proposal to amend regulations had been 
conceded by the parties to be discretionary, the court held that the 
applications and other documentary evidence were “incompetent” to 
prove that “the Administrator acted arbitrarily or illegally or that he 
abused his discretion in denying plaintiff's applications.” 


The complaint, the motion to dismiss, and the answer raised two 
broad legal issues which the final disposition of the case in no way 
clarified: (1) the propriety of the Declaratory Judgments Act as a 
basis for the complaint and (2) the availability of ‘relief in the nature of 
mandamus to compel action under Section 701(e) of the Federal Food, 


Drug, and Cosmetic Act. 


The Declaratory Judgments Act as a Basis for the Complaint 


The applicability of the Federal Declaratory Judgments Act " 
seems to have been disregarded by the court considering the motion 
to dismiss. Apparently, it was concerned solely with the substantive 
issues raised by the pleadings, assuming that the use of the Declaratory 
Judgments Act as the framework for those issues was not improper. 


The granting of declaratory relief, like forms of equitable relief, 
rests in the sound discretion of the court, to be exercised in the public 
interest. As the Supreme Court has said: 

It is always the duty of a court of equity to strike a proper balance between 
the needs of the plaintiff and the consequences of giving the desired relief. Especially 
where governmental action is involved, courts should not intervene unless the need 
for equitable relief is clear, not remote or speculative.” 

A balancing of the interests of the public in the efficient administration 
of the food standards provisions of the Federal Food, Drug, and Cos- 
metic Act against the interest of the petitioner in forcing a hearing 
and other proceedings on alleged facts that could not, in the Admin- 








"28 U. S. C. 2201 (formerly 28 U. S. C of any interested party seeking such dec- 
400) reads in part: ‘‘In a case of actual laration, whether or not further relief 
controversy within its jurisdiction ... could be sought.”’ 
any court of the United States, upon the 2% Eccles v. Peoples Bank, 333 U. S. 426 
filing of an appropriate pleading, may de- (1948). 


clare the rights and other legal relations 
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istrator’s judgment, result in amendment of the standard of identity may 
well have served as a basis for denial of declaratory relief. 

A more fundamental objection to the complaint was that it did 
not allege a ‘case of actual controversy’’ within the meaning of the Act. 
The definitions of “actual controversy” are varied and frequently vague. 
In a case which arose under the Federal Food, Drug, and Cosmetic 
Act, the Court of Appeals for the District of Columbia stated 
the problem to be “whether the facts alleged, under all the circumstances, 
show that there is a substantial controversy between parties having 
adverse legal interests of sufficient immediacy and reality to warrant 
the issuance of a declaratory judgment. ** And the Supreme Court has 
said that the words “actual controversy” ‘connote a controversy of a 
justiciable nature, thus excluding an advisory decree upon a hypothetical 
state of facts.""'* More recently the Supreme Court observed that the 
requirements for a justiciable case or controversy are no less strict in a 
declaratory judgment suit than in any other type of legal proceeding.’® 


Applying these criteria, vague though they be, to the facts of this 
case, it is at least highly questionable whether the jurisdictional re- 
quirements of the Declaratory Judgments Act were met. No real con- 
troversy sufficient to warrant judicial intervention was apparent from 
the facts set forth in the complaint. No existing legal relation cognizable 
in court had been disturbed by the denial of the application. No actual 
or potential conflict was established. At most, the complaint stated that 
an application for hearing had been made and alleged that ‘‘reasonable 
grounds” were presented. The Administrator thought not, and denied 
the application. The judicial power under the Declaratory Judgments 
Act has been held not to extend to a difference of opinion,'® and at 
best the complaint alleged only a difference between the plaintiff and 
the Administrator as to the sufficiency of the facts presented in the 
application to warrant the initiation of the rule-making proceedings. 


Furthermore, the ambiguous phrasing of the prayer for relief itself 
raised a problem as to the propriety of declaratory relief. If merely 
a declaration of right to a hearing (as opposed to the actual hearing ) 
had been desired, the complaint should have been so worded. Instead, 





8 Helco Products v. McNutt, 137 F. (2d) States v. West Virginia, 295 U. S. 463, 


681, 682 (CA-D. C.; 1943). 470-471, 474 (1935). 

% Ashwander v. Tennessee Valley Au- % Alabama State Federation of Labor v. 
thority, 297 U. S. 288, 324 (1936). See McAdory, 325 U. S. 450 (1945). 
also Helco Products v. McNutt, 137 F. * United States v. West Virginia, 295 
(2d) 681, 683 (CA-D. C.; 1943); and United U.S. 463 (1935). 
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plaintiff asked the court to determine that the Administrator ‘shall 
hold a hearing,’ a request for relief which had both declaratory and 
mandatory elements. Presumably, a coercive order was desired by the 
plaintiff. 

We may hazard a guess that the prayer was phrased in terms of 
Section 701(e), with the studied design of attempting to avoid the 
necessity of requesting the court to issue a writ of mandamus to the 
Administrator. The obstacle to such a writ was the well established 
rule that courts will not direct the Administrator in the exercise of 
discretionary authority. For this reason, plaintiff purported to seek 
declaratory relief, assuming that the requirements for success were less 
stringent than in the case of mandamus. In choosing this course, plaintiff 
may have relied on the supposition that, after the declaration by the 
court of its right to a hearing, the Administrator would feel compelled. 
without further application by plaintiff for a coercive order, to grant 
the hearing. 

Whatever the reason, there is serious doubt that declaratory relief 
is proper when intended to compel the performance of a discretionary 
act.'’ In one case, the court refused to grant a declaration of rights, 
saying that the power to issue writs of mandamus ‘‘does not give a court 
such general jurisdiction over the agency or subject matter as to enable 
it to choose another form of relief, the declaratory judgment, for cases 
in which the writ of mandamus itself could not be issued.” '* 

If, as will be shown infra, the power conferred upon the Ad- 
ministrator by Section 701(e) cannot be controlled by mandamus, then 
additional justification was supplied for the denial by a court, in the 
exercise of its sound discretion, of declaratory relief in circumstances 
such as those presented by the Cook Chocolate case. 


Mandamus to Require Administrative Action 


If declaratory relief was not properly invoked, might the court have 
issued a writ of mandamus? '* Mandamus is an extraordinary remedy, 
to be granted in the discretion of the court only to protect rights to 
which a petitioner is clearly entitled.*° There are few, if any, cases 





™ Borchard, Declaratory Judgments, p. ’% George Allison v. Interstate Commerce 
878 (Second Edition, 1941). Commission, 107 F. (2d) 180 (CA-D. C 
'% Doehler Metal Furniture Co. v. Warren, 1939), certiorari denied, 309 U. S. 656. 
129 F. (2d) 43, 45 (CA-D. C.; 1942). ** United States v. Dern, 289 U. S. 352 
(1933). 
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in which a writ has been issued to compel the initiation of administrative 
proceedings, whether rule-making or adjudicatory.”' 


The pertinent part of Section 701(e) reads: 


The Administrator, on his own initiative or upon the application of any interested 
industry or substantial portion thereof stating reasonable grounds therefor, shall hold 
a public hearing upon a proposal to issue, amend, or repeal any regulation contemplated 
by any of the following sections of this Act... 


The cases are clear that if the power conferred on an administrative 
officer is of a discretionary nature, mandamus will not lie to control 
the manner of the exercise of that discretion. The performance of so- 
called ministerial duties, on the other hand, may be compelled by manda- 
tory process.** The criteria for determining which of the two terms 
will be applied are not exact or certain, but an examination of the statute 
and congressional purpose in enacting it provides some assistance.** 


The phrase “shall hold a public hearing,” taken out of context, 
might be thought to denote a command to call a hearing whenever any 
application, whatever its allegations, is filed.** But certainly a decision 
as to whether the portion of the industry petitioning is ‘substantial’ or 
whether the application states grounds that are ‘‘reasonable’’ requires 
the exercise of discretion. The legislative history of the section shows 
that “discretionary”’ rather than “ministerial” action was contemplated. 
As such, the exercise of that power would not be subject to judicial 


control or review. 


Section 701(e), as it was incorporated in S. 5, Seventy-fifth Con- 
gress, Third Session (1938), read: 





21 Jaffe, ‘‘The Individual Right to Initi- denied, 315 U. S. 830. And see Proctor 
ate Administrative Process,’’ 25 Jowa Law é& Gamble Co. v. Coe, 96 F. (2d) 518 (CA- 
Review 485 (1940) D. C.; 1938), certiorari denied, 305 U. S. 

22 Work v. United States ex rel. Rives, 604 





267 U. S. 175 (1925); Riverside Oil v. Hitch- 
cock, 190 U. S. 316 (1903): United States 
ex rel. Roughton v. Ickes, 101 F. (2d) 248 
(CA-D. C.; 1938): Thomas v. Vinson, 153 
F. (2d) 636 (CA-D. C.; 1946); United States 
ex rel. United States Borax Co. v. Ickes, 
98 F. (2d) 271 (CA-D. C.: 1938), certiorari 
denied, 305 U. S. 619: Calf Leather Tan- 
ners’ Association v. Morganthau, 80 F. (2d) 
536 (CA-D. C.; 1935), certiorari denied, 
297 U. S. 718: Lang Transportation Cor- 
poration v. United States, 75 F. Supp. 915 
(S. D. Cal., 1948): Dow v. Ickes and Stim- 
son, 123 F. (2d) 909 (CA-D. C.; 1941), cer- 
tiorari denied, 315 U. S. 807, rehearing 
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267 U.S. 175 (1925). 

*4* See, in this connection, Escoe v. Zerbst, 
295 U. S. 490 (1935). In Triangle Candy 
Co. v. United States, 144 F. (2d) 195, 198 
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involving ‘prospective action of govern- 
ment officials, the word ‘shall’ may be 
given a merely directory meaning if the 
law's purpose is rather the protection of 
the government by guidance of its officials 
rather than the granting of rights to the 
private citizens affected.’’ See also United 
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The Secretary, on his own initiative or at the request of any interested industry or 
substantial portion thereof, shall hold a public hearing upon a proposal to issue, amend, 
or repeal any regulation contemplated by any of the following sections of this Act. . . 


In the report accompanying this bill the House Committee on Interstate 
and Foreign Commerce said: 

A proposal to issue, amend, or repeal any such regulation is to be made by the 

Secretary of Agriculture on his own initiative, or by the interested industry or a 
substantial portion thereof, and the Secretary is required to set the proposal for 
hearing. (Emphasis added)” 
These words, and further discussion in the report, indicate that Congress 
drafted the section with the express purpose of compelling the Secretary 
to hold a hearing whenever any proposal, no matter what facts were al- 
leged therein, was filed. 


The mandatory nature of this draft was criticized, and Congress 
subsequently amended the section to express an intent to confer dis- 
cretionary power. Mr. Lea explained the amendment: 


The bill provides that on the request of an industry or a substantial portion of it 
the Secretary shall hold a hearing. The authorities of the Department of Agriculture 
objected to this provision, claiming that it deprived the Secretary of all discretionary 
powers. I shall offer an amendment at the proper time providing in substance that 
when reasonable cause is shown the Secretary shall call the hearing. This will obviate 
any dispute over that question. (Emphasis added)” 

The desire to eliminate any possibility of compelling administrative 
action under Section 701(e) is clear. Using the words “reasonable 
grounds therefor,’ Congress left to the Administrator the right to deter- 
mine the necessity of holding a public hearing when an application setting 
forth a proposal was made. 


The decided cases in somewhat analagous situations lend support 
to the conclusion that mandamus would not lie to require the Admin- 
istrator to order a hearing. Suits for mandamus directed against the 
Secretary of Interior, for example, have failed where the requested relief 
was as varied as (1) allowance of a claim for net losses suffered in 
producing manganese for war purposes,”’ (2) issuance of a lease to 
prospect for oil and gas,** and (3) the restoration of the names of 
relators to the scrolls of the Chippewa Indians in anticipation of a money 





2% House Report No. 2139, Seventy-fifth weakened the administrative feature of the 


Congress, Third Session, p. 10 (1938). act."" 83 Congressional Record 7899 (1938). 
2683 Congressional Record T7776 (1938). 27 Work wv. United States ex rel. Rives, 

The amendment was offered, and adopted. 267 U. S. 175, 177 (1925). 

Mr. Mapes, indicating his support of the 2 Wann v. Ickes, 92 F. (2d) 215 (CA- 


amendment, stated that it corrected ‘‘in D. C.; 1937); United States ex rel. Rough- 
some respects the action of the committee ton v. Ickes, 101 F. (2d) 248 (CA-D. C.; 
to which the minority report called at- 1938): Dunn v, Ickes, 115 F. (2d) 36 (CA- 
tention, and which the minority report said D. C.; 1940). 
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claim.*® The Interstate Commerce Commission has been held immune 
from mandatory process where it refused to enter a reparation order.*° 
And, in a recent decision, the court denied coercive relief where a re- 
hearing was sought before this body on an application for a certificate 
of public convenience and necessity.*' In all of these cases the courts 
denied relief on the ground that discretion was conferred on the ad- 
ministrative officer involved.** 

There seems little likelihood then, that a court would be inclined 
to view functions of the type vested in the Administrator under Section 
701(e) as ministerial and thus subject to judicial control by mandamus 
or any other type of review. 


Conclusion 
If neither declaratory nor mandatory relief could have been prop- 
erly granted, it is evident that the whole case should have been disposed 
of on motion to dismiss. The issues raised by the complaint were es- 
sentially legal, not factual, and the so-called trial seemed peculiarly 
inappropriate for their determination. 


The broad question, still unanswered, is the extent to which ad- 
ministrative agencies will be required by judicial orders, at the instance 
of an individual, to institute proceedings under their respective statutes, 
whether rule-making or adjudicatory. More particularly, can the Ad- 
ministrator be compelled, under Section 701 (e), to call a public hearing 
whenever any proposal to set up new regulations is filed, no matter how 
insufficient he may regard the factual allegations of the petition? 


Considerations of policy in administering the Federal Food, Drug, 
and Cosmetic Act are relevant. The financial expense and time con- 
sumed in a public hearing, for both the government and private litigants, 
is considerable. To require that every proposal, no matter what its nature, 
be set down for public hearing, would jeopardize both the enforcement 
and food standard programs. In view of its probable effect on ad- 
ministration, and the clearly discretionary nature of the Administrator's 
function in deciding whether ‘reasonable grounds” have been presented, 
it is unlikely that a court would be willing to force administrative action 
in the manner suggested by the Cook Chocolate petition. [The End] 


* Wilbur v. United States ex rel. Kadrie, "Lang Transportation Corporation v. 





281 U. S. 206 (1925). United States, 75 F. Supp. 915 (S. D. Cal., 
®” George Allison v. Interstate Commerce 1948). 
Commission, 107 F. (2d) 180 (CA-D. C.; ® See also cases cited supra, footnote 22. 


1939), certiorari denied, 309 U. S. 656. 
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Status of Compound 1080 





“as a Rodenticide 
Under the Food, Drug, and Cosmetic Act 





COMPOUND 1080 
IS EXTREMELY TOXIC 


Cosmetic Act, protection of foods from defilement by rats would 

appear near the top. The restrictions placed by the Act upon the in- 
discriminate use of poisons, including rodenticides, in connection with 
the handling of foods, drugs, or cosmetics occasionally give our efforts in 
behalf of this objective a ‘man bites dog” twist, and provide what might 
be regarded, facetiously at least, as a break for the lowly rat. Rodent 
control through the proper use of appropriate poisons is not in conflict 
with the Act. Sometimes, however, as with drugs for the treatment of 
disease, the remedy is more to be abhorred than the condition at which 
it is directed, and it becomes necessary to give regulatory attention 
to the remedy. A rather dramatic instance in point is afforded by a 
relatively new rodenticide commonly known as “Compound 1080,” 
known to the chemist as sodium fluoroacetate. 


Compound 1080 was developed in this country during the war. 
The need for a more effective rodenticide was stressed by the armed 
services and Compound 1080 was one of a very few products developed 
through much research by several government and military agencies in 
an effort to find a suitable poison. This rodenticide has now achieved 
a high degree of acceptance by government agencies engaging in rodent- 
control programs and by commercial pest-control operators catering to 
industries regulated under the Act. I believe it is regarded by many 
users of rodenticides as the agent of choice, particularly in circumstances 
where the sole consideration is that of killing the most rats with the 


I: ANY LIST of concrete objectives of the Federal Food, Drug, and 


Page 182 Food Drug Cosmetic Law Quarterly—June, 1949 














By JAMES L. TRAWICK 


Food and Drug Officer, 
Food and Drug Administration 





least effort. Unfortunately, however, some users of Compound 1080 are 
prone to ignore other considerations equally important to a properly 
balanced rodent-control program in the food, drug, or cosmetic industry. 
I refer particularly to the hazard which may result to the purity of the 
commodities, and thus to the health of the consumers of them, through 
the rat-control program itself. Elaboration of the point requires a brief 
discussion of the physical and pharmacological properties of Compound 


1080. 


Physical and Pharmacological Properties of Compound 1080 


Compound 1080 is extremely toxic to a variety of domestic animals 
and to man. It is at least as toxic as arsenic and strychnine, and possibly 
even more so. Several deaths have occurred from the accidental ingestion 
of Compound 1080. Some of the victims have been children who ap- 
parently drank the poison from the cup left for the rats or chewed an 
empty paper cup which had been used for the purpose and from which 
the solution had evaporated, leaving a residue of the poison. At least 
one fatal accident resulted from mistaking of the poison liquid for a 
beverage because it had been placed in a beverage bottle for convenient 
dispensing. So far, no death or injury is known to have resulted from 
consumption of a food, drug, or cosmetic contaminated with 1080. 

No antidote for 1080 is known. The high solubility of the poison 
in water and in the body fluids results in rapid onset of symptoms, and 
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death may not be long delayed if a comparatively large quantity is 
ingested. Thus an antidote, even if discovered, might well be useless in 
the absence of immediate knowledge of consumption of the poison and 
of the identification of it. For this reason, 1080 is more dangerous than 
other agents having no greater actual toxicity, but for which antidotes 
or resuscitative procedures are known. 


The chemical sodium fluoroacetate is a white powder which, given 
a favorable environment, could easily be mistaken for any one of many 
common foods. It is commonly prepared for bait in the form of a water 
solution, which is colorless and which might easily escape immediate 
notice and render subsequent detection most unlikely in the event of 
spillage into or upon foods, drugs, or cosmetics. However, steps have 
been taken to provide for the addition of a black dye to the sodium 
fluoroacetate to obviate these pitfalls. 


Pyramiding upon this dangerous combination of attributes is the 
fact that the technique under which 1080 came into general use called 
for the dispensing, in the rat-populated area, of the poison solution in 
small paper cups. Such cups are capable of being easily overturned 
either by the rat or by human inadvertence, are sometimes made of 
porous, leaky fiber, and are easily placeable upon, above, or adjacent to 
unprotected foods or other commodities, either originally by the dispenser 
intentionally or later by persons ignorant of the contents of the cup 
or thoughtless of the potential hazard. 


Compound 1080 as a Menace to the Public Welfare 


With this background information, it takes little imagination to 
visualize circumstances under which the rodent-control program, un- 
intelligently managed, may become an actual menace to the public wel- 
fare and thus require the application of legal sanctions which we would 
prefer to use only against the ‘disease,’ to continue the analogy used 
early in this discussion. The regrettable fact is that experience has 
corroborated apprehension in too many instances. The following are 
cited as a few random examples in point, from a great number of similar 
reports submitted by our inspectors in the field. 


In one food-manufacturing establishment, paper cups containing a 
solution of Compound 1080 were found to have been placed only a few 
inches from sacks of sugar and flour, and the poison solution was leaking 
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through the paper cups onto the floor. Many of the cups had been 
stepped upon by employees. The employees had not been told that the 
cups contained a deadly poison. 


In another plant, a cup of the poison solution was found within 
six inches of an uncovered can of spice. A measuring can for the spice 
was within a few inches of the cup containing the poison. The poison 
solution had become colored by the spice falling into it. What appeared 
to be a portion of the poison liquid had been spilled on the floor imme- 
diately adjacent to the measuring can. 


In another establishment, a receptacle from which the 1080 solution 
had evaporated was found on a window ledge near open boxes of bakery 
products ready for packing. The employees handling the products were 
not informed that the receptacle contained a poison, and, had it been 
accidentally knocked off the ledge and into the food, it is quite possible 
that no significance would have been attached to the incident. In a 
surprising number of instances, it is found that neither the employees 
nor the supervisory personnel or the plant management has any know!l- 
edge of the-exceedingly poisonous nature of the liquid dispensed in the 
paper cups. Typical of a frequent reaction to the alarm expressed by 
the inspector at the casual way in which the poison is regarded is, ‘Oh, 
that wouldn't hurt you if you drank a quart of it.” 


Forestalling Accidental Contamination of Food 


In order to forestall the accidental contamination of foods which 
appeared to be inevitable in the light of such reports, the Administration 
attempted to make available to interested parties a procedure by which 
1080 might be used without placing in jeopardy the safety of foods, drugs, 
or cosmetics in the area in which it was dispensed. The problem more 
recently has been dealt with extensively in a bulletin issued by the Na- 
tional Research Council, which embodies recommendations for the pro- 
tection of foods from contamination. Despite the recommendations 
which have been made and the publicity which has been given to the 
dangers of careless use of Compound 1080, we continue to receive 
reports of wanton disregard of safety precautions. Therefore, it is 
obvious that regulatory attention to the “remedy” in this instance is an 
obligation of those responsible for protecting the nation’s food, drug, 
and cosmetic supplies. © [The End] 
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fleed for Suitable State Legislation 





SOME LAWS AFFORD ANIMALS 
MORE PROTECTION 
THAN THEY AFFORD HUMAN BEINGS 





HEN NATIONAL ATTENTION is focused upon a 

\ \ problem, it is usually of major importance. An article in the 

April 23, 1949, issue of Collier's forcibly called attention to 

the shocking lack of adequate state food and drug laws. In ten states, 
according to Collier's, there are no drug acts. 

In an effort to determine the effectiveness of local food and drug 
regulations, the laws of the southwestern states, Texas, Louisiana. 
Oklahoma, and New Mexico, are reviewed and condensed. It is felt 
that these are typical, and represent a fair cross-section of the state laws. 


Texas Food and Drug Laws 


Texas presents a brilliant example of inconsistency. Senate Bill 75 
has now become law. It regulates the manufacture,:sale, and labeling 
of livestock remedies, and is a comprehensive, well-drawn law. The act 
provides for the licensing and registering of products and manufacturers, 
adulteration and misbranding, and has penalties of not more than a 
year in jail and a fine of not more than $1,000 for each offense, but the 
state of Texas has no law regulating the manufacture, sale, and labeling 
of remedies designed for human consumption! 

Thus, in the Lone Star State, if a drug results in the death of a 
shoat, the offender will be punished severely, but if the offense is against 
a human, it is no crime. The moral is, if one wishes to sell remedies 
without complying with the law in this locality, they should not be 
advertised ‘““For Man or Beast’’—instead, “For Human Consump- 
tion Only.” 
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Despite the fact that a livestock remedy shall be deemed mis- 
branded if the name of each active ingredient is not set forth, similar 
provisions are not to be found with reference to food and drugs offered 
for human consumption. Ingredients need not be detailed upon pack- 
ages or containers whose contents are for human consumption. 


Even the act regulating the sale of poisons provides for a maximum 
fine of but $100.00, with the longest possible jail term being six months. 
Thus, ane should not sell poisonous pills for pigs in Texas, since he 
will get off much easier by playing Borgia to humans. 


The Texas Department of Health has eight state food and drug 
inspectors. Their job is to check restaurants, food stores, packing 
houses, drugstores, food processors, mills, and all other establishments 
preparing or selling food and drugs in this state of over six million 
people. These inspectors usually are sent where the need is most press- 
ing. Recently, as the result of their work, butchers in several large 
cities pleaded guilty to selling quantities of horsemeat without inform- 
ing purchasers that their steaks were from ‘Old Paint” and not “Elsie.” 
In almost all cases sympathetic juries obligingly assess $25.00 fines, 
which light punishment is more of an incentive to repeat the offense than 
proper punishment. 


When Dr. George W. Cox, Texas State Health Officer, was 
asked if an epidemic would force the passage of a Copeland type act, 
he smiled and shook his head. ‘“There was a serious epidemic of dysen- 
tery in Dallas a few years ago,” he said. “About 2500 persons were 
seriously affected at one time, and it failed to arouse public indignation. 
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I guess we will have to plug along with inadequate laws and appropri- 
ations, doing the best we can with what we have.” 





Texas laws provide for registration of all manufacturers of foods 
and drugs doing business within the state (Article 4469). The regis- 
tration fee is one dollar per year. If no registration is made, however, 
double the tax, or two dollars may be assessed. 

Adulteration and misbranding are prohibited by Articles 706-719m 
which also include provisions against watering milk, but no jail sentence 
is provided. Fines range from $25 to $200. Similar penalties are 
applied in filth cases. Bakery regulations are antiquated. Article 719, 
Penal Code, provides that ‘‘no animals or fowls shall be kept or allowed 
in any bakery.’ Minimum and maximum (16 to 24 ounces) weights of 
bread are provided. 

Article 1554 (Penal Code) provides in general terms that untrue 
advertising shall be punished, but does not specifically refer to foods 
and drugs. Providing wrongful intent can be proven, a fine of from 
$10 to $200 may be assessed, but no jail sentence is provided, no matter 
how fraudulent the claim or harmful its result. 

These are substantially all the important Texas acts relating to 
food and drugs. The laws of this hardy state must be classed as anemic. 
Possibly, it’s a good thing Texans are robust individuals. . 


Oklahoma Food and Drug Laws 


In Oklahoma, Senate Bill 100 is languishing in the legislative hopper.’ 
This is a Copeland type act regulating foods, but has no drug provi- 
sions. The legislature in the fine, rich state, where oil wells blossom 
on the Capitol lawn, has been so embroiled in a wet and dry fight that 
Senate Bill 100 was given little chance of being considered, despite 
authoritative reports that there was very little opposition to the bill. 
Four years ago a comprehensive food and drug act was presented to 
the Oklahoma legislature and almost passed. Opposition was reported 
from drug interests and not food processors, so the current legislation 
was pruned in order to afford it a chance of passage. 

The Oklahoma food and drug statutes of 1941, now in effect, pro- 
vide for the yearly registration of all foods and drugs sold in Oklahoma 
and a one dollar annual registration fee (Title 63, Section 321 ). 





1 Senate Bill 100 was approved on June 2, 
1949, after this article was written. 
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Laws of this state contain provisions against mislabeling, misbrand- 
ing, and adulteration of both foods and drugs. Maximum penalties 
imposed for the violation of the act are 90 days in jail and a maximum 


fine of $500.00. 


Present Oklahoma statutes are far from the Copeland type act, 
but the State Commissioner of Health is fighting hard with inadequate 
laws to protect public health. County health officers constantly coop- 
erate with state inspectors and a chart prominently displayed in the state 
office indicates that every known food and drug establishment is regu- 
larly checked. 


The inadequacy of the laws can perhaps be best illustrated by relat- 
ing the case of an itinerant vendor of veterinary preparations, who sold 
a colored water solution to farmers. No ingredients were required and 
no false claims were made on the label, so that the offender could only 
be punished under Section 322 of the act by a small fine for failing to 
register as a processor or manufacturer. 


New Mexico Food and Drug Laws 


New Mexico, the fourth largest state in the Union, covering 122,000 
acres of land, can truly be called a land of enchantment for tourists. 
But underneath this outside glamour, there is a controversy raging 
between two factions over the antiquated food and drug laws. It appears 
that both of the factions are desirous of the same result, namely a 
good food and drug law. However, the groups differ upon the type 
of law which is to be had and upon the appropriations which would 
be necessary to carry out its enforcement. 


Most of the food and drug laws in the state of New Mexico were 
enacted in 1854, being found in Chapter 71, Article 6. One of the 
peculiarities of this old law is that its enforcement is not charged to 
any state agency or department. The department which now is carry- 
ing on what little work that is being done is the State Department of 
Health, and this said department handles the food and drug enforce- 
ments only as ancillary matters to sanitation. Another quirk of the law 
is found in Article 71-614 which states that the governor of the state 
can exempt by declaration certain articles or preparations from Arti- 
cles 603 through 613 (the enforcement provisions), which means that 
the governor has within his power the right to grant a person or firm 
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the power to adulterate food or drugs under this provision. A food 
processor may be allowed to use diseased, decomposed, offensive, or 
unclean animal or vegetable substance, or, in the case of drugs, a manu- 
facturer could mix, color, or powder a drug so as to affect injuriously 
its quality or potency. Or a food or drug could be sold of a different 
nature, substance, or quality than that demanded by the purchaser. 


As stated, there is no particular state agency at the present time 
empowered to enforce the few food and drug laws and regulations which 
the state of New Mexico possesses. This fact, coupled with the shortage 
of personnel in the attorney general's office, and the local influence 
exerted against the locally elected district or city attorneys when a 
food and drug case is instituted, makes it very difficult to successfully 
prosecute an offender. An example of this occurred in a town in central 
Nlew Mexico when one of the sanitation inspectors found decomposed 
meat in a restaurant. The inspectors seized the meat, contacted the 
local district attorney, and filed a complaint. Although three years have 
elapsed, the case is still untried, despite continued violations by the 
same offender. This case has been passed numerous times, and there 
appears little or no prospect of a trial in the near future. Under these 
circumstances, it can be seen that the enforcement of the antiquated food 
and drug laws in the state of New Mexico is far from adequate. 


Many of the state's leading citizens realize this fact, and a number 
of years ago the American Association of University Women took it 
upon themselves to secure the passage of a new food and drug law 
by the legislative body of the state. For the past three consecutive 
years this organization has had a food and drug bill before the legisla- 
ture. Each time it has died. 

The last session of the legislature convened on January 11, 1949, for 
a 60-day session. During that time, the University Women had a bill 
introduced into the legislature which was designated as a Uniform 
Food and Drug Act. Upon careful examination, it could be seen that 
the act contained many deletions and substitutions from the provisions 
of the Federal Act. As an example, there was no standard of fill or 
standard of identity set up or any means whereby such standards could 
be established. Furthermore, the appropriations for the enforcement of 
the bill were to be $10,000 for the first year, and $12,000 for the second 
year; thereafter it would be dependent upon the legislature's passing 
an additional appropriation at its next session. 
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The Health Department has fought for the passage of a uniform 
food and drug act in its entirety, together with an appropriation of at 
least $75,000 per year for its proper enforcement. The Department felt 
that this was necessary in order to provide adequate personnel and to 
equip a laboratory with the necessary equipment and in order to secure 
a biochemist, a microscopist, and a chemist, together with an attorney 
for handling and prosecuting its enforcement. 


If the two factions, both of them honest and conscientious, which 
are in controversy over the food and drug laws, would unite in a joint 
effort, they probably would accomplish the passage of the Uniform Food, 
Drug, Device, and Cosmetic Act in the next session of the legislature. 


Louisiana Food and Drug Law 


Louisiana presents a far different picture. In July 1936, the state 
passed a Food, Drugs, and Cosmetic Act similar to the 1938 Federal 
Act. Thus, the “Bayou State’ became a leader in the fight for better 
laws to protect the health of its citizens. 


The Louisiana law was based upon the Copeland Act, which had 
been introduced earlier in Congress but not passed until two years later. 
It included an additional provision as to registration of processed foods, 
proprietary medicines, cosmetics, and prophylactic devices. This regis- 
tration provision was put into the law for two purposes. One was that 
in Louisiana, as in practically every other state of the union, food and 
drug enforcement departments were given extremely inadequate appro- 
priations to properly enforce the law, and the registration fees pro- 
duced funds for that purpose. Registration fees for animal feeds have 
been in existence for a number of years and provided funds to State 
Agriculture Departments to protect animals in the type of feed they 
were to eat, but law makers are always prone to expend more for animals 
than for humans. The other reason for the registration provision was 
to prevent, as much as possible, the placing on the market of foods, 
drugs, or cosmetics which might be prepared under improper sanitary 
or manufacturing conditions, or in the case of certain types of products, 
particularly medicines, formulated and prepared by persons not prop- 
erly experienced or qualified. 


An important section of the Louisiana law is Section 15 (a), 
whereby the State Department of Health is granted authority to promul- 
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gate regulations for the effective enforcement of the act. This enables 
the Department to keep the law up to date, and to regulate any new 
types of products, processes, or practices which might not be covered 
by the language of the present law. This authority to promulgate 
regulations for the protection of public health has been upheld by the 
Supreme Court of Louisiana in at least two important decisions. 


The general provisions of the Louisiana law are uniform with those 
of the present Federal Act, and so no hardship is worked on out-of-state 
manufacturers who ship their products into Louisiana. Similarly, manu- 
facturers in Louisiana, by complying with the law will know that their 
products may enter interstate commerce without interference of Fed- 
eral authorities. 


Need for State Legislation 


The above review of food, drug, and cosmetic laws of the four 
states shows a laxity in the regulation and inspection of products which 
vitally affect public health in many states. This cross-section is repre- 
sentative, and its implication is ominous but readily discernible. If 
state laws are not passed to protect the public, the Federal government 
must step in. The Sullivan case [CCH Food Drug Cosmetic Law 
Reports § 7076, 3 Food Drug Cosmetic Law Quarterly (1948) 131] 
shows how far Federal officials may go, where it is deemed necessary. 


Thus, if states rights are to be preserved, the states themselves must 
pass suitable legislation to protect their people. The health of the nation 
is too important to be left unprotected, and if local governing bodies 
do not pass suitable food, drug. and cosmetic acts, the Federal govern- 
ment will be forced to take action. It is squarely up to the states to 
act if they wish to preserve their time-honored states rights prerogative. 


[The End] 


CEFR 
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Modern Drug Regulation and the Lawyer 


By ARTHUR D. HERRICK 
Co-Editor, Drug Research and Development 





LAW 
ON A SCIENTIFIC 
MEDICAL PLANE 


HE AVERAGE LAWYER'S first 

approach to the Federal Food, Drug 

and Cosmetic Act frequently ends in 
confusion and perplexity. The statute, it 
must be acknowledged, does not lend itself 
to easy dissection or ready comprehension. 
Efforts to encompass its diverse provisions 
with any degree of understanding have 
been appropriately compared with trying to pick up a handful of water. 
This is due, in some part, to the broad scope of the legislation. 





Definitions of Phrases 


But even after the terms of the statute allow of orderly grasp, 
greater difficulties in applying its provisions present themselves. One 
of the reasons which contributes to this situation is that the Act is written 
in a sort of historic shorthand. A surprisingly large number of the 
phrases are ‘“word-of-art” in character. For many of these, the law 
carries its own express definition, for example, ‘‘food,”’ “drug,” “inter- 
state commerce,” “‘label,’’ and “new drug.” In addition,’a glossary of 
what constitutes ‘‘misbranding” and “adulteration” is carefully and fully 
expounded in a number of chapters. These, of course, are consequently 
selffexplanatory. But what is not so commonly known is that such 
expressions as “immediate container, “accompanying such article,” 
“bears or contains,’ and “false or misleading in any particular’ have 
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their origin in appellate court decisions under the prior Food and Drugs 
Act, presumably repeated with the intention that they carry the par- 
ticular significance of their first use. 


Implications in Act 


A similar cause of possible confusion is that a number of provisions 
of the Act are addressed directly to closing gaps that became evident 
in the administration of the previous 1906 statute. Without knowledge 
of the special circumstances which dictated their inclusion, the lawyer 
finds difficulty in comprehending the full implications of many phrases or 
entire sections. 


Understanding of Act on Scientific as Well as Legal Plane 


These obstacles, of course, are capable of being surmounted with 
proper study and research. But another, more important, handicap fac- 
ing the lawyer is inherent in the very nature of the statute. As the law 
of the land, it obviously must be cast in legal terminology, its construc- 
tion following generally well-known and accepted legal tenets. Yet the 
attorney soon discovers that the Act can be only fully understood and 
applied on a complicated scientific and medical plane. 


An elementary sample of this is the injunction against false and 
misleading labeling in the case of drugs. In any particular instance, this 
provision necessarily must be read with a full knowledge and under- 
standing of the pertinent principles of pharmacology and therapeutics, 
to name merely two of the sciences which may be appropriate. The same 
is true of a case involving the statement of ‘active ingredients.” What 
constitutes ‘adequate directions for use” is, similarly, a question only 
answerable by one possessed with complete data of the medical aspects 
of the subject. 


To the legal mind, consequently, the statutory prohibitions or re- 
quirements rarely are intelligible without the medical or other appropriate 
scientific background. And in all too many instances, little reliance can 
be placed on material furnished by the client. This seems a harsh and 
unjustified criticism; unfortunately, experience has demonstrated its 
truth. : 

In the first place, the chemist, pharmacist, or physician who at- 
tempts to assist the attorney material-wise sooner or later finds himself 
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enmeshed in legal ramifications wholly foreign to his approach and 
mental processes. His understanding of what the attorney is able to 
prove under customary rules of evidence is, of course, not only limited, 
but often relatively alien to his regular processes of thought. Moreover, 
his worthwhile advice concerning any particular problem frequently is 
restricted to his own small field of endeavor. Thus a chemist has little 
of value to convey on a subject of medicine, and, to the same extent, a 
physician may have restricted knowledge about the chemistry of a 
formula. In brief, the answer to a particular question may call for spe- 
cialized knowledge of a medical nature from such diverse specialists 
as the pharmacologist, clinician, bacteriologist, pathologist, hematologist, 
surgeon, immunologist, and other experts whom the lawyer may not 
even know he should interview. ‘ 


If no one scientific personnel is equipped to give a complete and 
comprehensive explanation and answer to a particular problem, how, 
it may be asked, is one to be presented by the attorney whose knowledge 
of the subject is necessarily limited? This question must be met with 
the admission that, while no one honestly expects the lawyer to be expert 
in such technical fields, nevertheless, he should be equipped to analyse 
the matter presented in such detail as to recognize the competency— 
or lack of competency —of his source of material. If he arms himself only 
with the information supplied by one who, in turn, has not obtained 
authentic data, he may be due for a rude awakening at the hearing or 
trial. 

Of only one thing can he be certain. The government, as his 
opponent, will have canvassed the specialists in the precise fields and 
generally will be fully and competently prepared. Consequently, if he 
is to avoid embarrassment and probably defeat, it becomes essential that 
the attorney accept his client’s statements with high critical sense and 
perhaps suggest other avenues of interrogation and investigation for 
further support. As he maintains this attitude over a period of time, 
he will tend to develop some sense of appraisal and evaluation which may 
stand him in good stead. 


As time goes on, moreover, his background of material in his par- 
ticular sphere will expand and grow. It is indeed disconcerting to attend 
a conference with government officials in which legal arguments are 
blandly met with medical points—and scientific presentation countered 
with legal precedent. One must train oneself to shift as the plane of 


Modern Drug Regulation Page 195 








discussion shifts and to meet not only legalistic points with legalistic 
points but technical points with the same. Otherwise the disadvantage 
is patent. 


Act Out-of-Date 


Another difficulty in understanding and applying the provisions of 
the Federal Food, Drug, and Cosmetic Act is recognized infrequently 
but constitutes, perhaps, one of the principal obstacles to a ready grasp 
of the subject. Few appreciate that it is an interesting historic coin- 
cidence that the Federal Food, Drug, and Cosmetic Act was enacted 
into law at a moment in medical annals when a complete revolution in 
drug therapy was gaining impetus. While none of us possibly can be 
unaware of the tremendous enlargement in our therapeutic armamentar- 
ium which has taken place within the last 15 years, nevertheless, it is 
difficult to grasp that the law, in the main, was designed to regulate 
a state of affairs which, even then, was passing into discard. 


For the most remarkable point of this coincidence is, perhaps, that 
the groups which drafted the measure, S. 1944, early in 1933, were, it 
seems quite evident, unconscious of the new development in drug therapy 
then first faintly taking shape with the introduction on the foreign market 
of Prontosil. Rather, their eyes were directed to the past in attempts 
to fill the gaps and omissions so glaringly patent in the then 27 year old 
Food and Drugs Act. While they were sincere in their desire to mod- 
ernize the legislation, the extent of their intentions was measured by 
current exigencies rather than future possibilities. 

Thus, Section 201 (n) of the new law was expressly designed to 
meet the threat presented by several Supreme Court cases which in- 
dicated a reluctance to find legal, fault with claims about which medical 
opinions differed. As immense strides have been accomplished in de- 
veloping methods of diagnosis and clinical tests, however, the provision 
has lost its potency and intended application. For the differences of 
medical opinion which had so oppressed the conscience of the courts 
proved more or less non-existent as improved means of appraisal and in- 
terpretation of therapeutic results became available. 

Other illustrations of our point are evident. For example, the 
framers of the law, in formulating the requirement that adequate di- 
rections for use appear in the labeling of the drug, were concerned almost 
exclusively with making “‘self-medication safer and more effective,” to 
quote the pertinent Congressional report, rather than with the hundreds 
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of new drugs on the market today. Even the warning against misuse 
requirement was written in primarily with cough remedies and croup 
preparations in mind, not the synthetics of modern drug therapy. Only 
the ‘‘new drug” provisions of the Act seem appropriate to today’s medi- 
cal advances in this field. But it must be remembered that it did not 
make its appearance in the Act until 1938 and then only due to the 
Elixir Sulfanilamide episode. 


Advancement of the Course of Rational Therapeutics 


It is to the everlasting credit of the officials of the Food and Drug 
Administration that, given a statute already out-of-date to enforce, they 
so adapted and converted its features as to make it eminently workable in 
our present age. It is perhaps not remiss at this point to demonstrate 
briefly how the provisions of the Act have been applied to—and, in fact, 
have advanced the course of —rational therapeutics. 


It is not too much to state that the enforcement activities of the 
Food and Drug Administration practically compel the manufacturer 
and distributor of a drug today to employ the tested methods of rational 
therapeutics to this preparation if they are not, inadvertently or other- 
wise, to be charged with violating the law. The drug industry now has 
imposed on it a stern and solemn obligation and responsibility which can 
be satisfied only by the most careful surveillance over, and knowledge of, 
the article sponsored and promoted for the prevention, treatment, diag- 
nosis, or cure of disease. 


It is undeniable that the provisions of the present law have served 
to necessitate the assembling of data about the use, safety, and effec- 
tiveness of products marketed today. The ban against false or mis- 
leading labeling, to take one example, has required that the drug 
manufacturer recognize the limitations of his product, therapeutically, 
as well as its established accomplishments. Thus, in phrasing his claims, 
he must bear in mind the distinction between symptomatic and specific 
treatment, between curative claims and those restricted to alleviation. 
Not only is he consequently called upon to study the scientific literature 
to find support for his representations, but, in addition, he must appraise 
and evaluate the findings of investigators to judge on what side lies the 
weight of medical opinion. 

In an analogous connection, the need to prepare adequate directions 
for use which comply with the law's requirements stimulates his study of 
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methods of administration, absorption, distribution of the drug within 
the body, and dosage problems. In devising warnings against misuse 
he must concern himself with problems of synergism, the influence of 
pathologic states, cumulative action, tolerances, ‘and idiosyncrasies. In 
ascertaining the identity of the active ingredients for listing, he must 
review the relative therapeutic and physiological effects of the individual 
components. A knowledge of general toxicology is valuable in deter- 
mining whether his preparation falls within the restrictions imposed on 
dangerous drugs. 


If this type of information is required of preparations already on the 
market, it is doubly necessary in the case of new and untried drugs. 
The “new drug” provisions of the Act must have attention which ex- 
tends to every facet of the druq; for, although the element of safety is 
the prime consideration under this chapter, the close relationship of this 
factor of therapeutic effectiveness and proper facilities and controls 
necessitates this broader inquiry. 


Obviously, the lawyer who would conscientiously and comprehen- 
sively advise his client on such subjects must possess a working knowl- 
edge of the various aspects of the subject. Reliance on the client for 
all factual data, the attorney reserving only the right of comment on 
legal implications, is patently doubly inadequate. Opinions rendered 
on insufficient data are risky, not only to give, but to act upon. 


Two-Fold Import to the Lawyer 


The import of all this to the lawyer is two-fold. First, it must 
serve to emphasize once more that, without the most complete scientific 
data about his client's preparation, he is apt to find himself and his 
cause in trouble. But of more importance is the fact that he cannot 
merely read the statute as a collection of staid and absolute provisions 
to be interpreted and applied as originally designed. On the contrary, 
he is forced to recognize that, although the context remains the same, 
with minor amendment, its application has suffered the same violent 
revolution which has swept the entire field of drug therapy in the past 
dozen years—that the current coinage of its meaning has followed, to 
take an every-day example, the same orbit of a one-dollar bill printed 
in 1938. Perhaps with a better understanding of the circumstances, he 
can also better meet the increased problems inherent in the present 


situation. [The End] 


Page 198 Food Drug Cosmetic Law Quarterly—June, 1949 











Federal Food Law 
and the Corn Meal Industry 


A CORN MILLER NEED HAVE NO FEAR OF CRIMINAL PROSECU- 
TION UNDER THE FOOD, DRUG, AND COSMETIC ACT IF HE USES 
REASONABLE PRECAUTIONS IN SELECTING HIS RAW MATERIAL 





By GEORGE P. LARRICK— ; 
ASSOCIATE COMMISSIONER OF FOOD AND DRUGS 





ingly concerned with the requirements of the Federal Food, 
Drug, and Cosmetic Act. The purpose of this brief talk is to 
tell you something about the organization which enforces this law and 
to state our view of the present status of the program dealing with 
the application of the pure food law to the corn meal milling industry. 


[ ) sss < RECENT YEARS corn millers have become increas- 


Some of you are old enough to remember Dr. Harvey W. Wiley 
and the great public interest and discussion which at the beginning of 
the century resulted in the passage of the first national pure food and 
drug law. The present Food and Drug Administration is the direct 
descendant of the small group in the Department of Agriculture that 
originally was charged with the enforcement work. As a matter of 
fact, many men who today hold responsible positions in the Food and 
Drug Administration were among those who worked as chemists or 
inspectors under the leadership of Dr. Wiley and his chief inspector, 
Mr. Walter G. Campbell. 

It is interesting to note that one provision of the Act of 1906 was 
that any food which consisted in whole or in part of any filthy, decom- 
posed, or putrid animal or vegetable substance was illegal. This language 
then has been the law of the land for 43 years. The food industries 
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have lived, prospered, and constantly improved the quality of their out- 
put under laws which assert that foods are illegal if they consist in 
whole or in part of objectionable foreign material. 


During the period from 1906 to 1938 major changes occurred in 
the economy of this country. During the early part of the century the 
great bulk of the foods consumed were prepared in the home. Interstate 
commerce in finished food commodities was relatively small. Canning. 
baking, pickling, and preserving were practiced extensively by the aver- 
age housewife. The pure food and drug law, which was an effective 
instrument when most foods were grown, prepared, and consumed locally 
and most medicines were compounded in the corner drugstore, became 
totally inadequate to deal with the problems which arose when the 
great bulk of foods and medicines were manufactured in factories and 
shipped in tremendous volume from one state to another. After five 
years of extensive consideration the Congress, in 1938, passed the present 
Federal Food, Drug, and Cosmetic Act. In 1940, the personnel and 
duties of the Food and Drug Administration were transferred from the 
Department of Agriculture to the Federal Security Agency. 


Enforcement Personnel of Food and Drug Administration 


The Food and Drug Administration is a small organization. Our 
total enforcement personnel includes less than 1,000 people. Perhaps a 
better conception of the size of the organization can be had when you 
realize that there are 230 Food and Drug inspectors to inspect the foods, 
drugs, and cosmetics handled by more than 75,000 manufacturers and 
interstate warehousemen. 
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The laboratory and inspection staffs are made up of men who have 
college educations in one or more of the physical sciences. All positions 
in the Food and Drug Administration are filled through competitive 
examinations conducted by the Federal Civil Service. The Act and its 
administration are not political. Both Democratic and Republican admin- 
istrations have consistently supported protective legislation for the na- 
tion's food and drug supplies. 


Review of Assignments Given to Typical Midwest Inspector 


A brief review of the assignments given to a typical midwestern 
inspector for the month of April 1949 will illustrate how the enforcement 
of the Federal Food, Drug, and Cosmetic Act involves both you and 
your families as consumers and as millers of corn meal. This inspector 
during April visited several firms manufacturing poultry remedies. He 
ascertained what the medicines contained, how accurately the compound- 
ing was done, and what claims were made for the finished products. 
He had a variety of assignments dealing with packaged medicines and 
vitamin preparations. He was told to find out what claims were being 
made in placards, window displays, and the like in drug, department, 
and health food stores. His assignments included the inspection of two 
bakeries from the standpoint of sanitation. In one town in his area he 
was told to investigate several suicides or accidental deaths which oc- 
curred because of the consumption of overdoses of sleeping pills. His 
job in this instance was to ascertain whether or not the sleeping pills 
were sold illegally. He had an assignment to investigate all of the 
manufacturing operations surrounding the production of a number of 
medicines which are intended for administration by injection. He was 
told to report whether or not the sterilization process employed is such 
as to guarantee that the medicine to be injected into the vein is free of 
living bacteria. This assignment arose because of a series of unfortunate 
episodes within the past several months wherein unsterile injections had 
caused illness. Among his other assignments was one to make a sanitary 
inspection of a corn meal mill. 


It may interest you to know just how this assignment came to turn 
up in the inspector's file for April. In the first place, this inspector has 
received special training in what we call ‘sanitary inspections.’ During 
the first year that he was with us he was on probation, and the year 
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was largely a training period. He made many visits to mills and to a 
wide variety of other food manufacturing establishments in the company 
of an experienced inspector. He read a great deal of technical literature 
dealing with the life history and habits of rats and those insects which 
are most commonly encountered as food pests in the United States. In 
other words, the inspector who was given this assignment had been 
trained and was regarded by his supervisors as competent to make the 
investigation assigned to him. 


During the previous month some warehouse surveys had been com- 
pleted. Terminal warehouses and wholesalers had been visited by in- 
spectors, and samples of a wide variety of foods and drugs had been 
purchased. Among these samples was corn meal shipped by the miller 
in question. The wholesale grocery establishment where the sample was 
obtained was clean. There was no evidence of rats or mice, and careful 
observation failed to reveal the presence of insects. When a sample 
was submitted to the laboratories it was examined by a rather simple 
procedure, and the chemist found that it contained substantial quantities 
of insect fragments and rodent excreta. The inspector's observation in 
the wholesale grocery warehouse and the chemist’s analysis of the 
sample led the Chief of the District to believe that the contamination had 
occurred before or during milling. The facts that led to this tentative 
conclusion were, first, the sample was collected only a few days after 
the shipment had left the mill, second, there was no evidence of insects 
or rodents in the wholesale grocery house, but third, and conclusive, 
was the fact that the insects and rodent pellets were not whole but 
were in fragments, showing clearly that the foreign material had passed 
through milling machinery. 


When the inspector arrived at the corn meal mill, he went to the 
office and introduced himself, telling the manager that he wished to 
make an inspection. His inspection was thorough. He was interested 
in the sanitary quality of the corn as received. He learned just what 
precautions the management observed in purchasing corn. He asked 
questions intended to reveal whether the quality of the corn on hand 
at the mill was comparable to that likely to be employed at other times, 
or whether the sources and sanitary quality were changeable. Knowing 
that toward the end of the corn storage season it usually becomes in- 
creasingly difficult to buy clean grain, the inspector tried to ascertain 
whether or not at these times the management used unusual precautions. 


Page 202 Food Drug Cosmetic Law Quarterly—June, 1949 














In considering the raw material used, the inspector is expected to 
be able to answer this question: Does this miller exercise all reasonable 
and practicable precautions to assure himself that the grain which he 
buys is as free from extraneous filth as is feasible? The next step in 
the inspection is to learn what is done with the grain between the time 
it is unloaded and the time when it is used in manufacturing operations. 
Is it stored in rodent-proof bins, and are reasonable precautions taken 
to prevent insect infestation? Many diverse problems arise at this point 
depending upon such variable factors as whether the miller buys local 
grain on the cob, whether it is unshucked corn, whether the miller has 
a feed manufacturing establishment in connection with his business, and 
all of the other factors which may have a bearing upon the sanitary 
quality of the raw material and the likelihood of contamination. 


The inspector is very much interested in the housekeeping in the 
mill itself. Corn shelling operations, separators, grinders, and, in fact, 
all of the different types and kinds of equipment which are encountered 
in the mill are examined. Boots are opened; conveyors are examined to 
see whether or not they are clean. In buying the grain, the miller is 
dealing with an article which was not completely under his supervision 
from the time of production until he received it, but so far as the sanitary 
conditions in the mill itself are concerned, this is a matter wholly within 
the control of the mill operator. 


The inspector is required to obtain the facts upon which he can base 
a conclusion as to whether or not the housekeeping in that mill is at 
least equal to recognized industry standards for good housekeeping. 
The machinery itself, its cleanability, and its effectiveness in removing 
residual foreign material from the grain must be appraised. If the miller 
finds that he must use machinery which does not lend itself to easy 
cleaning, then he will be obligated, of course, to devote more time and 
attention to that machinery. 


The inspector has been told that the miller is expected to keep 
abreast of the times and to keep himself informed as to adequate industry 
sanitation practices and programs. Finally, the inspection concerns it- 
self with the handling of the finished food after manufacture. The 
sanitary conditions of storage rooms and the other steps necessary to 
insure the entry of a clean food in the channels of distribution are in- 
vestigated. 
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At the conclusion of the visit the inspector offers to sit down with 
a responsible representative of management and tell him what, if any. 
suggestions the inspector has to improve the sanitary procedures in the 
plant. He is specifically instructed not to recommend any particular firm 
of fumigators or any particular brand of insecticide, but he is authorized 
to discuss frankly with the manger, if the manager is interested, what, 
if any, faults he has to find with that particular establishment. 

We are glad to report to you that more and more inspections of 
corn meal mills are being made where the inspector has no serious com- 
plaints to make. You are to be congratulated upon the progress which 
your industry as a whole has made during the past several years. We 
are finding fewer samples that are violative of the Act. We have been 
very much impressed with reports that come to us in ever-increasing 
number of firms which have made extensive repairs to their buildings 
and equipment and have replaced obsolete structures. The installation 
of improved corn-cleaning machinery, the adoption of more carefully 
considered fumigation programs, the prompt discovery of spot insect 
invasion and prompt spot spraying, the installation of improved ma- 
chinery generally, and greater attention to routine housecleaning are 
indeed praiseworthy. A review and comparison of analyses of several 
hundred samples taken three years ago with a similar number in recent 
months leave no doubt whatsoever that substantially less objectionable 
foreign material is in the products of this industry today. We con- 
gratulate you upon this progress. Your sanitation program is definitely 
bearing fruit. 

Further Progress To Be Made 

But there is further progress to be made. Some firms are far behind 
the procession. Some large firms and some very small firms are several 
years ahead of many of their competitors in giving attention to sanitation. 
We hope that leaders in this industry, regardless of whether they are 
representative of large or small firms, will continue their efforts toward 
constant improvement of the sanitary quality of the American food 
supply. We must insist that those whose sanitary practices have not 
kept abreast of the progress of the industry as a whole promptly give 
more time and attention to the solution of their problems. 


Common-Sense Interpretation of the Law 


We are aware of the fact that there are individuals in this industry 
who have been convinced that no matter what they do or how intelli- 
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gently they try to produce clean corn meal, they nevertheless stand in 
perpetual jeopardy of criminal prosecution. They have been told that 
the Food, Drug, and Cosmetic Act provides that a food is adulterated 
if it contains the minutest trace of foreign material, and when they turn 
to the section of the law that defines a food as adulterated if it consists 
in whole or in part of any filthy, putrid, or decomposed substance, they 
are convinced that they have been correctly informed. 


Some 20-odd years ago when I| was transferred from the inspection 
staff to the administrative offices to work under Dr. Dunbar and Mr. 
Crawford they gave me a course of training. Administrative officers are 
not lawyers, but their daily duties do require that they interpret the 
requirements of the pure food law in the light of the facts reported in 
any given case. All of us who came into the administrative offices as 
students were required to study all of the Supreme Court decisions and 
circuit court of appeals decisions rendered under this law. A carefully 
selected list of other cases was handed to us so that we might learn 
to interpret the law in the light of the general philosophy of the Congress 
and of the Federal courts. 


One case, which all new men brought into our administrative offices 
even today read with care, is entitled, Church of the Holy Trinity v. 
UInited States.1 This case was decided by the Supreme Court in the 
year 1892. The Congress had apparently become concerned about the 
importation of workers from abroad whose living standards were not as 
high as those enjoyed by people in the United States. These foreign 
workers were sometimes recruited, their transportation paid to this 
country, and, for a time at least, their wages were so small as to tend 
to depress the general wage scale. So the Congress passed a law which 
provided in essence that it would be unlawful for anyone to pay the 
transportation, or in any way assist or encourage the importation of 
foreigners to perform labor or service of any kind in the United States. 


The Holy Trinity Church of New York needed a new pastor. They 
made a careful search for a preacher who tHey thought would fulfill 
the particular requirements of their pastorate. They selected an eminent 
English clergyman. They employed him and paid for his transportation 





‘Church of the Holy Trinity v. United 
States, 143 U. S. 457 (1892). 


The Corn Meal Industry Page 205 








and that of his family to the United States. It appears that this was a 
definite violation of the specific language of the law. The law said that 
it was an offense to transport any foreigner to the United States where 
he would perform a service. No one denied that the pastor would per- 
form a service for the church. 


The Supreme Court rejected this technical application of the law. 
The court took into account the obvious purpose of the legislation and 
said, 


All laws should receive a sensible construction. General terms should be so 
limited in their application as not to lead to injustice, oppression or an absurd con- 
sequence. It will always, therefore, be presumed that the legislature intended exceptions 
to its language which would avoid results of this character. 


The records of the courts of these United States are full of cases 
which leave no doubt but that statutes must be construed with common 
sense and with a knowledge of the fair and equitable objectives which 
led the Congress to enact them. 


You know, and we know, that at this time it is not humanly possible 
to require all of the farmers of this nation to keep insects and rodents 
out of their corn bins. We both know that it is not possible for you 
consistently to make corn meal which is absolutely free of inconsequential 
amounts of foreign material. If this absurd interpretation of the law 
were attempted there simply would not be enough food to go around. 


Weare sure that all of you know that every action of the Food and 
Drug Administration is subject to review in the Federal courts. The 
fairness of our Federal judges is unquestionably above reproach. In 
many cases brought specifically under the food law, the courts have 
reaffirmed the principle that was enunciated by the Supreme Court in 
the case of Church of the Holy Trinity v. United States. You should 
bear in mind that this case and a number of others of similar meaning 
were settled law in this country when the prohibition against filth in 
foods was first incorporated into Federal law in 1906. 


In other words, if you as corn millers use reasonable precautions 
in the selection of your raw material, give intelligent attention to house- 
keeping in your plants and take the other necessary steps which a 
prudent, informed man in this industry should take to bring about the 
production and sale of corn meal which is as free from extraneous 
material as is practicable, you have nothing to worry about. {The End] 
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Misbranding of “RX Legend’ Drugs 


DOES A PHYSICIAN 
“LABEL” A PRESCRIPTION? BY CARSON GRAY FRAILEY 





has been substantially modified by the recent Food and Drug 

Administration interpretation of a regulation which has been in 
existence for several years. That regulation ' was promulgated by the 
Administrator under the authority of the proviso to Section 502 (f) (1) 
whereby exemptions may be given to certain drugs which do not have 
to bear adequate directions for use if, in the opinion of the Adminis- 
trator, directions are not necessary for the protection of the public 
health. The regulation thus referred to exempts drugs from adequate 
directions if they are of the type which can be employed safely and 
efficaciously only under the supervision of a practitioner. These have 
been generally referred to as “Rx legend drugs.” 


T= TRADITIONAL PROCEDURE of refilling prescriptions 


The Food and Drug Administration has said, in effect, that, if 
such a drug is legitimately classified in the prescription category in 
interstate commerce, the refilling of the prescription also will be predi- 
cated upon the authorization and supervision of a practitioner. 


It is not the purpose of this discussion to comment upon the atti- 
tude of the Food and Drug Administration in connection with refills 
except to submit that the government's philosophy in this matter would 
appear to be based upon a logical sequence of reasoning, if it is admitted 
as a basic premise that the Administrator in creating this particular 
exemption has correctly utilized the authority given under the proviso. 





121 Code of Federal Regulations, Section 
1.106 (b) 
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While it may be presumed that the Food and Drug Administra- 
tion's refill doctrine more properly was enunciated at a time subsequent 
to the decision of the Sullivan case [CCH Food Drug Cosmetic Law 
Reports © 7076, 3 Food Drug Cosmetic Law Quarterly (1948) 131], 
even though that litigation did not specifically determine the validity 
of the Rx legend, it can be argued that the refill opinion might have 
been made public immediately following the promulgation of the Rx 
exemption regulation. Perhaps the Food and Drug Administration 
has felt that its refill interpretation has been so obvious from the begin- 
ning that public announcement thereof was unnecessary. Nevertheless, 
it must be admitted that, when these views were made known officially, 
there was considerable surprise noted in some quarters, especially in 
the retail trade. It would not be amiss, therefore, to examine another 
portion of the Rx exempting regulation to explore its latent possibilities. 


Regulation 1.106 


Attention is invited to Regulation Section 1.106 under Sec- 
tion 502 (f). Paragraph (b) of this regulation establishes the pre- 
scription category as an exemption from adequate directions for use. 
The paragraph is divided into six sub-paragraphs, all of which set forth 
conditions which must be complied with in order to invoke the prescrip- 
tion exemption labeling. Sub-paragraph (1) sets forth the reason why 
certain drugs must be sold only on prescription. Sub-paragraph (3) 
requires that information adequate for the use of such drug or device 
by physicians, dentists, or veterinarians must be readily available. Sub- 
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paragraph (4) states that this drug must bear the Rx legend, and gives 
the phraseology for that legend. Sub-paragraph (5) reads as follows: 
(5) No representation with respect to the conditions for which a drug or 


device is to be used, or how it is to be used, appears in its labeling except 
representations 


(i) In printed matter supplied to a physician, dentist, or veterinarian separately 
from such drug or device. 

(ii) Specified in a prescription, which was issued by a physician, dentist, or 
veterinarian in his professional practice, upon which such drug or device was 
dispensed; or 


(iii) Required by an official compendium. 


It must be assumed that ‘‘conditions for which the drug or device 
is to be used” means indications for use, and “how it is to be used” 
refers to quantity of dose and frequency, duration, time, and route 
of administration. If this be true, the manufacturer of an Rx legend drug 
cannot supply, through the drug's labeling, the indications for use and 
the methods of use to any person other than to a practitioner. 


Limiting the Pharmicist’s Knowledge of Drug Uses 

In view of the latitude given to the word “‘labeling’” in the Act 
and its interpretation by the courts, no written, printed, or graphic 
matter in which the manufacturer discusses uses and dosage of a pre- 
scription drug can be furnished to a pharmacist. It is possible, there- 
fore, that if'a pharmacist sells a prescription drug over-the-counter 
through knowledge obtained by a bulletin or brochure supplied to him 
by the manufacturer, the manufacturer may be held responsible under 
this Act as well as the pharmacist. 


The pharmacist must apparently gain his information about the 
uses of a drug and its dosage either by a text-book or lectures or by 
information which is not made available to him in the labeling. It is 
admitted that the pharmacist does not need indications for use or dosage 
data in order to fill a prescription. Sub-paragraph (2) under para- 
graph (b) requires that the pharmacist label the prescription which he 
fills with the directions for use which are given by the physician on 
the prescription blank. He cannot practice medicine by diagnosing or 
prescribing, and so it has been maintained that there are no circum- 
stances wherein he must be informed of the data which is supplied 
to the physician. Nevertheless, he will be dispensing an article which 
may be dangerous to public health, and there may be many instances 
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where the druggist could perform a useful service if he were acquainted 
with the facts which are supplied to physicians. In instances where a 
physician's prescription, by inadvertence, calls for a dosage which is 
far beyond the maximum of safety, it would be possible for a druggist 
who was informed of maximum dosage to advise the doctor of his 
mistake. Drugs which are new on the market, and about which the 
pharmacist has not been completely oriented through the labeling, may 
be the type about which these circumstances could arise. 


Under the Food, Drug, and Cosmetic Act it is not necessary to 
prove intent. If an interstate article is misbranded, that in itself is 
a violation. The result is that the pharmacist who is prevented by the 
regulations from knowing the maximum dosage, at least through its 
labeling, might be held responsible for misbranding a drug which he 
has dispensed on prescription, simply because he has dutifully filled 
the prescription. 


Under the Act, a drug dispensed upon the written prescription of 
a physician is exempt from two, and sometimes three, of the twelve 
paragraphs of Section 502 which describe the circumstances whereby a 
drug will be deemed to be misbranded.* Accordingly, there are nine 
misbranding paragraphs which must be considered in relation to the 
labeling of a prescription. One of the paragraphs which has not been 
exempted with regard to prescriptions is Section 502 (j). It reads 
as follows: 

A drug or device shall be deemed to be misbranded— 


(j) If it is dangerous to health when used in the dosage, or with the frequency 
or duration prescribed, recommended, or suggested in the labeling thereof. 


The prescription label is supposedly a part of the labeling referred 
to in paragraph (j). It appears, therefore, that a druggist misbrands 
a drug under this Act if he dispenses it in a lethal dose as prescribed in 
error by the physician. 


Prescription as Labeling 


Under Section 301 (k) the Supreme Court has ruled that the 
pharmacist may not alter, mutilate, destroy, obliterate, or remove the 
whole or any part of the labeling, or do any other act, if such act is 
done while such article is held for sale after shipment in interstate 





2 Section 503 (b) of the Act. 


Page 210 Food Drug Cosmetic Law Quarterly—June, 1949 








TI cease —— 3 


commerce, provided the article is misbranded as a result thereof. The 
question which arises in connection with the druggist’s responsibility is 
whether or not the physician may be brought within the scope of the Act. 


Regulation 201 (m) states that labeling includes all written, printed, 
or graphic matter accompanying the article at any time while such 
article is in interstate commerce or held for sale after shipment or deliv- 
ery in interstate commerce. It is permissible, perhaps, to speculate 
as to whether the prescription written by the physician is included 
within the scope of the definition of the term “‘labeling."” Some light 
may be cast on that question if a determination is made as to the status 
under the statute of articles which are dispensed by physicians. If a 
physician who dispenses a drug can cause the article to be misbranded, 
there is justification for the belief that the physician's prescription may 
produce the same result. In the event that the dispensing physician 
may be held to misbrand a product, it would apparently be for the 
reason that he actually affixes the label to the product and dispenses it. 
Dispensing would therefore be the test for responsibility. To hold 
the pharmacist liable under Section 301 (k) for filling a prescription 
which was dangerous to health would indicate that it is necessary to 
perform the actual deed of misbranding. The pharmacist, in complying 
with the terms of the prescription, actually accomplishes the misbrand- 
ing under that theory. He might not have been informed of the prop- 
erties of the drugs he handles or their effects upon users, because of 
the labeling restrictions imposed by the prescription exemption regula- 
tions under the Act, but, none the less, he would be the violator of 
the Act, because of misbranding. If a dispensing physician is to be 
considered in the same category as the pharmacist, and if a prescribing 
physician is not to be included in that category, it must be for one 
of two possible reasons—first, the act of dispensing establishes the mis- 
branding, or, second, the prescribing physician has a “protector” in 
the pharmacist, who, because of his professional status, can, and must, 
be held responsible for the drugs he dispenses. The pharmacist who 
is barred by the regulations from learning information which would per- 
mit him to exercise due care, and “the degree of vigilance and prudence 
commensurate with the dangers involved,’ would be of little service 
in the protection of the public health. It would seem to be difficult 
to claim negligence on the part of the pharmacist in actions not arising 
under the statute, if the pharmacist is to be prohibited by regulation from 
receiving the labeling information which is available to the physician. 
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Conjecture as to whether the physician's prescription may be 
deemed to be a part of the drug's labeling might be leading in the 
direction of a strained and technical construction of the Act. The pre- 
scription is written matter which contains certain information that is 
transcribed to the label of the article. It has a common destination 
with the drug, but it does not have a common origin. The purchaser, 
however, is nowhere else advised how to use the drug. It certainly 
may be regarded as essential to the proper use of the article, because 
its use is dependent upon the conditions set forth in the prescription. 
Even advertising, which performs the function of labeling, has not been 
eliminated from the Act. 

Purpose of Act 

While there have been indications from the enforcement agency 
that there is no intention to interfere with the practice of medicine, and 
the legislative history of the Act may conclusively demonstrate this 
view, Congress, the agency, and the courts have reiterated again and 
again that the purpose of this Act is to provide for the protection of 
the public health. The consumer is to be protected. He is to be saved 
from adulterated and misbranded products which have moved in inter- 
state commerce or which are held for sale after having been in 
interstate commerce. The language of the Act itself does not specify 
who may be included among those whose acts cause adulteration or 
misbranding. The manufacturer who has introduced or shipped articles 
in interstate commerce has apparently been the principle perpetrator 
of misbranding. But the druggist Sullivan was also a violator of the Act. 


The Supreme Court in Kordel v. LInited States * has stated: 

Section 301(k) has a wide sweep, not restricted to those who introduce or deliver 
after introduction drugs by interstate commerce. 

“The doing of any other act’’ which results in a drug being mis- 
branded might suggest that the physician who prescribed a dosage 
dangerous to health could be deemed to violate the Act under Sec- 
tion 301 (k). 

And, in that connection, speculation could run rampant as to pos- 
sible enforcement action in connection with the practice of medicine, if 
other paragraphs of the misbranding section were invoked with regard 
to prescriptions. [The End] 








3 336 U. S. 911, 93 L. Ed. 73 (Adv. Sheets). 
November 22, 1948 [CCH Food Drug Cos- 
metic Law Reports { 7101]. 
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Standard Tolerances 


for Prescription-Counter Products 


By SAMUEL W. GOLDSTEIN, PH. D. 


VALIDITY OF THE RECOMMENDED PROCE- 
DURE FOR TOLERANCE DETERMINATION 








and established for medicinal products, specific standards for ex- 

temporaneously compounded preparations have been neglected. 
Since the UW. S. Pharmacopoeia of 1880 established standards for cin- 
chona bark and opium, all official tolerances have been based upon 
limits of error within which manufacturers could reasonably be expected 
to operate. The retail pharmacist, working under more or less un- 
controlled conditions, is not always able to meet the present official 
standards. And it is usually practically impossible for him to determine 
how precisely he has performed his work. He must, of necessity, depend 
upon the drug manufacturer for tested and certified medicinals. He 
cannot, however, look beyond his compounding counter for unofficial and 
extemporaneous preparations. Why are specific standards necessary 
for these products? And what standards should be met? ‘ 


[ID = THE YEARS in which standards have been developed 


Specific standards for prescription-counter products are necessary 
for the following reasons: (1) The factor of carelessness, which is 
responsible for most of the products showing wide deviations, would 
be greatly reduced by some compounders’ awareness that official limits 
of error have been established. (2) These standards should be based 
upon limits of error within which a qualified pharmacist can reasonably 
be expected to operate. (3) These standards would serve as a reason- 
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able and equitable basis for acceptance or rejection of compounded 
preparations by control authorities. 

A logical procedure has been evolved lee the determination of rea- 
sonable and equitable standards of tolerance for prescription-counter 
products. And tolerances for liquid prescription-counter products have 
been recommended as tentative standards.' The allowed limits of error 
must be sufficiently narrow to preserve the therapeutic efficacy of a 
prescribed dosage. Any properly qualified pharmacist should be able, 
by careful utilization of acceptable compounding technique, to work 
within these limits of error at all times. This applies to the pharmacists 
whose natural abilities enable them to satisfy the minimum legal re- 
quirements prerequisite to licensure to practice, as well as to the naturally 
gifted individuals. 


Selection of Experimental Subjects 


It is obvious that samples prepared by pharmacists whose products 
are known to be exceptionally accurate will yield certain important in- 
formation. The data would indicate how accurately these gifted pharma- 
cists can compound preparations. They would also indicate the minimum 
deviations within which such work can be performed. Standards based 
upon such data would apply only to a very small percentage of the 
practicing pharmacists—perhaps to the same small percentage as the 
students who are graduated with “A” averages. The great majority 





1 Goldstein, S. W., 38 Journal of the 
American Pharmaceutical Association, Sci- 
entific Edition 18, 131 (1949). 
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of the pharmacists could not comply with such standards. Nor should 
we use products prepared only by less accomplished pharmacists. There 
are some pharmacists whose precision leaves much room for improve- 
ment. The participating pharmacists should represent all the different 
types of individuals who have been accepted and licensed by the qualified 
authorities. As the qualifications for licensure are raised, so, accordingly, 
can the field of allowed error be expected to become smaller. The pro- 
cedure followed has utilized products compounded by all the practicing 
pharmacists in one state. 


Sample Procurement 


Procurement of preparations under conditions of normal compound- 
ing and dispensing practice yields important information. One can as- 
certain the degree of precision or the extent of the deviations in the 
compounding of preparations for public consumption at the time of 
sampling. Preparations purchased under these conditions will show de- 
viations varying from zero to unbelievably high figures. The cause of 
the extreme deviations are varied, but in almost all instances some 
manner of carelessness is responsible. It is the too prevalent factor of 
carelessness that rules out the use of normally compounded products 
for the determination of standards for prescription-counter products. 
Under what conditions can the factor of carelessness be largely elimi- 
nated? The knowledge that the compounded products will be tested 
by a control agency in which is vested the authority to enforce the drug 
laws of the community would remove the factor of carelessness to the 
greatest possible extent. This procedure has been utilized in procuring 
the data for determining the recommended tolerances. 


Technical Equipment 


The conditions under which samples for standards determinations 
are prepared should eliminate, to a reasonable degree, all the con- 
trollable factors responsible for deviations. The most important con- 
trollable factor is carelessness. Complete elimination of all other 
controllable factors would avail us little if the experimental subject 
does not use his personal equipment carefully. Assuming that we have 
largely controlled this personal factor, the accuracy of the technical 
equipment and the conditions of operation are most important factors 
affecting compounding precision. 
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Most modern technical equipment is made to conform to reason- 
able limits of variation and sensitivity. Proper placement, maintenance, 
replacement, and usage will yield reasonably precise products. Periodic 
checking of balances and weights is necessary. This is done in the 
pharmacies whose products are utilized for tolerance determinations. 
These pharmacies are all located in the state which was the first to 
enact a law requiring a specified minimum of technical equipment as a 
prerequisite to yearly licensure. A thorough check of all equipment re- 
sulted in the elimination of many faulty balances and weights and some 
inaccurately graduated glassware. Yearly checks of all equipment and 
premises are made in each pharmacy. The equipment and conditions 
in the participating pharmacies can readily be accepted as above the 
average in the country, and they represent goals toward which some 
states will be striving for years to come. 


Participating Pharmacists 


The educational background of the participating pharmacists can 
be claimed to be excellent. These men studied under such outstanding 
pharmaceutical educators as the Doctors Charles Caspari, Jr., W. Simon, 
Daniel Base, H. P. Hynson, David M. R. Culbreth, E. F. Kelly, John C. 
Krantz, Jr., A. G. DuMez, and W. H. Hartung. Equally important is 
the educational control program which was fostered by Dr. R. L. Swain 
and which is vigorously pursued by his successor as Deputy Food and 
Drug Commissioner of Maryland, Dr. L. M. Kantner. All the pharmacies 
in the state are required to prepare extemporaneously compounded 
products for a known state drug inspector. The products are tested 
by a state chemist. Compounders of products which are classed as 
unacceptable are notified of their deviations and are cited to appear 
before the drug official to explain the causes of the errors. When a 
number of pharmacists appear to have difficulty in accurately com- 
pounding the same preparation, the product is discussed in the state 
pharmaceutical journal and at pharmaceutical meetings. Samples of 
the same preparation which have been purchased over a period of years 
show the results of this educational program. 

As an example of the effect of educational control, let us consider 
the case of one of the most commonly sampled solutions, diluted hydro- 
chloric acid, U. S. P. The official tolerance of +5 per cent obviously 
cannot be considered as reasonable for an extemporaneously compounded 
sample of two fluid ounces of this solution. Unless the exact strength 
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of the concentrated acid is known, it is possible to exceed the U. S. P. 
limits of tolerance with no allowance for manipulative deviation. Studies 
of the sample data obtained in different years give the following in- 
formation. The 1941 samples indicated that a tolerance of +19 per cent 
was required to accept 86 per cent of the samples. The tolerances re- 
quired to accept approximately the same proportion of the samples 
dropped to +18 per cent in 1942; to +16 per cent in 1945; to +14 per 
cent in 1946; and to +12 per cent in 1947. The +12 per cent tolerance 
would have allowed acceptance of 76 per cent of the samples in 1941; 
while the same tolerance allowed acceptance of 91 per cent of the 
samples in 1947. The overall tolerance of +15 per cent, which is 
recommended for the class of solutions into which this preparation 
would fall, would appear to be too stringent at the outset for many 
pharmacists. But it is also apparent that, as the pharmacists in other 
sections of the country are educated to consider the precision of their 
compounding, they should meet this standard with no difficulty. If the 
precision of the next generation of pharmacists improves sufficiently, the 
limits of tolerance can be changed accordingly. It is extremely im- 
portant that we do not lose sight of the fact that the recommended 
tolerances represent the reasonable limits within which pharmacists can 
operate when they do careful work. 


Recommended Standards 


The recommended standards for compounded liquid preparations, 
based upon the weights of ingredients, can be stated briefly as follows: 


Group I. Weight of ingredient 5 Gm. or more. Tolerance +10 
per cent. 

Group II. Weight of ingredient 2.25 Gm. to 4.99 Gm. Tolerance 
+-12.5 per cent. 

Group III. Weight of ingredient 0.5 Gm. to 2.24 Gm. Tolerance 
+15 per cent. 

Group IV. Weight of ingredient 0.49 Gm. or Less. Tolerance 
+17.5 per cent. 

An additional tolerance of +5 per cent is allowed for unstable 
ingredients. When more than one ingredient is present in a prepara- 
tion, the weight and nature of each ingredient shall determine its in- 
dividual classification. 
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These tolerances represent 1.73 standard deviations of “selected” 
samples of different series of solutions falling into the four groups. The 
method of selection is based upon the premise that the standards should 
allow for reasonable manipulative deviations. Samples showing devia- 
tions traceable to arithmetical miscalculations were therefore omitted 
from the selected series. This eliminated all samples showing deviations 
of +30 per cent or more. 


The statistical procedure utilized for the determination of the 
standard deviation in any series of tested preparations is based upon 
the system of least squares, and is a generally accepted method. Peters 
and Van Voorhis ? favor the ratio “1.73."" They suggest that this might 
be taken as a standard ratio for provisional acceptance of the findings of 
an experiment, and they propose the name “working ratio.’’ The ratio of 
1.73 standard deviations has been found to be most suitable in the 
present new field of application. In addition to its logical relation to 
the basic problem of finding provisional limits of acceptance, the factor 
1.73" was proved to be most suitable by trial and error. The standard 
deviations which were determined with different series of compounded 
preparations were multiplied by the various factors utilized in statistical 
studies. It became evident that only 1.73 standard deviations yield limits 
of acceptance or tolerances that are reasonable and equitable.* 


Application of the recommended standard tolerances is very simple. 
The requested weight of the ingredient in the compounded solution 
is noted. The weight automatically places the material in its proper 
tolerance group. A recent study of compounding precision utilized a 
solution (2 per cent Neo-Silvol, 1 fluidounce ) that had not been included 
in the standards work. The weight of the ingredient places the solution 
in Group III and assigns the +15 per cent tolerance. In order to test 
the validity of the assigned standard, a separate study was made under 
conditions suitable for tolerance determination. The determined 1.73 
standard deviations for a series of samples of this solution is equivalent 
to a tolerance of +14.8 per cent. 

The effect of the method of sample procurement on the determined 
tolerance was tested by utilization of the solutions purchased for the 
precision study. These solutions were purchased in pharmacies scattered 





2? Peters, C. C., and Van Voorhis, W. R., ® Goldstein, S. W., 38 Journal of the 
Statistical Procedures and Their Mathe- American Pharmaceutical Association, Sci- 
matical Bases, Edition 1, McGraw-Hill Book entific Edition 18, 131 (1949). 

Co., Inc., New York, 1940, pp. 67, 476-477. 
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throughout 46 states and the District of Columbia. The pharmacists 
were not informed that the solutions were to be tested. A few pharma- 
cists suspected that the purchases were unusual. The determined 1.73 
standard deviations for the “‘selected’’ series of 376 samples of 2 per 
cent Neo-Silvol solution is equivalent to a tolerance of +19 per cent. 
These additional facts are noteworthy. Only one sample of the “‘con- 
trolled” series of 70 solutions exceeded a deviation of +30 per cent and 
was eliminated. Sixty-six samples or 15 per cent of the ‘normal’ 
purchases were eliminated. Five samples of the “controlled’’ series, 
including the eliminated sample, exceeded the determined + 15 per 
cent tolerance. Ninety-two samples or 21 per cent of all the 442 normally 
purchased samples exceeded the determined tolerance of +19 per cent; 
while 128 samples or 29 per cent of the solutions exceeded the +15 per 
cent tolerance which was determined under controlled conditions. 

The same procedure was applied to another solution utilized in the 
precision study (3 per cent boric acid solution, 2 fluidounces). This 
solution also requires a +15 per cent tolerance. The determined 1.73 
standard deviations for this ‘‘selected” series of 308 normally purchased 
samples is equivalent to a tolerance of +20 per cent. Of all the 416 
normally purchased samples of this solution, 135 samples or 32 per 
cent exceeded the determined tolerance of +20 per cent; while 166 
samples or 40 per cent of this series exceeded the recommended standard 
tolerance of +15 per cent. 


Reasonable and Equitable Standards 

The recorded facts can be interpreted differently by various indi- 
viduals. Some will see only that the data indicates the extent of erroneous 
compounding, and a few of them will still maintain that the recommended 
standards are too lenient. A very few individuals who have had limited 
practical experience at a prescription counter can be expected to react 
in that manner. Some individuals, who have had no pharmaceutical 
training and no practical experience, cannot understand why all com- 
pounded preparations should not be expected to meet a +10 per cent 
tolerance. They consider this to be a liberal tolerance. But there is no 
basis for their consideration other than unsubstantiated personal opinion. 

Some individuals will feel that standards that cannot be met by 
so many pharmacists are too stringent and are unreasonable. Let us 
study the samples that show deviations exceeding the recommended 
standards. Of the combined series of 837 normally purchased solutions, 
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285 samples exceed the proposed tolerance of +15 per cent. Thirty 
of these solutions show deviations between +15 per cent and +17.5 
per cent. Twenty-five more solutions show deviations between +17.5 
per cent and +20 per cent. How wide can we make tolerances before 
they become inequitable and-unreasonable? Two hundred and fifteen 
samples show deviations exceeding +20 per cent. They represent 75 
per cent of all the samples exceeding the recommended tolerance. One 
hundred and sixty-six samples show deviations exceeding +30 per cent. 
They represent 48 per cent of all the unacceptable samples. Fifty-two 
of these solutions are accounted for by samples of stock N. F. boric 
acid solution which were dispensed and labeled 3 per cent. These are 
dispensing errors and do not represent manipulative deviations. Prac- 
tically all of the other solutions in this group can be accounted for ‘by 
mathematical miscalculations or oversights and by apparent confusion 
caused by the request for two different percentage solutions at the same 
time. When the unreasonable causes of the deviations beyond the 
recommended standards are considered, these tolerances do not appear 
to be unreasonable. Rather do they indicate the extent of inexcusable 
carelessness in compounding and dispensing which must be overcome 
by educational programs. Promulgation of official specific standards for 
prescription-counter products would be a powerful asset in any pharma- 
ceutical program for carefulness. 


Conclusions 

The fundamental validity of this application of an accepted pro- 
cedure to a new field is derived from the choice of experimental subjects 
and the manner of data procurement. The utilized products are pre- 
pared by many accredited pharmacists working at their different pre- 
scription counters with the natural variations in personal abilities, human 
factors, and environment. But the conditions are controlled to the extent 
that the technical equipment is far better than the average in this country, 
and by the elimination of the most important factor of carelessness. 


The recommended standards are reasonable because they can be 
met by any properly trained pharmacist who honestly and carefully 
performs his professional duties. They are equitable because the limits 
of allowable error will in no case interfere with the desired therapeutic 
efficacy of a prescribed dosage form. They are necessary as a reminder 
to some pharmacists that they should be careful, and as a proper basis 
for the evaluation of compounded products by official drug authorities. 


[The End] 
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Food Plant Sanitation 


BY EDWARD F. HOWREY ... MEMBER OF THE BAR OF 
THE DISTRICT OF COLUMBIA 


SANITATION IS NOTHING MORE 
THAN GOOD HOUSEKEEPING 





ANITATION is nothing more nor less than “good housekeeping.” 

To say this is not to minimize its importance nor suggest that 

sanitation is an easy or routine matter. Quite the contrary— 
“good housekeeping’ in any walk of life is more often the exception 
than the rule. This is because of the human element. Human frailties 
being what they are, the most modern food plant can quickly become 
dirty and insanitary unless the manager is a good housekeeper, and 
unless the personal hygienic practices of employees are subjected to 
strict supervision.* 

There is a ‘‘true’’ story which long has gone the rounds in Wash- 
ington and which illustrates the human element in sanitation. A hotel 
manager was showing an inspector around the hotel's new kitchens. He 
was proud of the shining metal, the perfect order, the cleanliness, and 
the spick and span condition which reminded one of a hospital surgery. 
They passed along through the kitchens into the adjoining employees’ 
wash room which contained the latest fixtures, tile walls, and cove 
bases. As they stood chatting near the door, an employee rushed in, 
used the facilities, and rushed out. The manager was much embarrassed 
because the employee had not stopped to wash his hands. He recalled 
him and pointed to the large sign above the door which instructed 
employees to wash their hands before returning to work. “Can't you 
read?” said the irate manager. “Oh, that’s all right,” said the employee. 
“I am not returning to work, I'm going to lunch.” 





1See Larrick, George P., ‘‘Practical Ap- 
plication of the Sanitation Provisions of 
the Federal Food, Drug, and Cosmetic 
Act.”’ 
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There is, of course, a difference between plain dirtiness and insani- 
tation. Walls, floors, ceilings, windows, and woodwork may be dirty 
and in need of scrubbing, but their unclean state—while thoroughly 
objectionable—is relatively unimportant compared with flies, rats, filth, 
and the behavior of personnel. Lunch containers, pop bottles, refuse, 
discarded clothing, and loose storage of surplus equipment are signs 
of poor management but not necessarily sources of filth. A foul odor 
is a clue to the existence of something wrong, but of itself is not evidence; 
the source and cause must be found.” 

In this and similar language the government has made it clear that 
there may be a difference between mere disorderliness and filth or con- 
ditions which are prejudicial to health or contribute to disease; but it 
has been made equally clear that continued dirtiness and uncleanliness 
are undesirable and lead to insanitary conditions, to rats, mice, and other 
vermin, and to flies, roaches, water bugs, and other insects. 


Regulation of Sanitation by Government. 


With the passage of the Federal Food, Drug, and Cosmetic Act 
in 1938, the Federal government began for the first time to regulate 
sanitary conditions in food plants. This was a field theretofore con- 
sidered within the police powers of state and local governments. While 
constitutional restrictions required some rather oblique statutory lan- 
guage to bring the subject within the interstate commerce clause and 
thus within the purview of the Federal government, the power that 
has been exercised with reference to sanitation is nonetheless local, 
direct, and effective. 


Section 402(a)(4) of the act provides that a food shall be deemed 
to be adulterated — ‘if it has been prepared, packed, or held under insani- 
tary conditions whereby it may have become contaminated with filth, 
or whereby it may have been rendered injurious to health.” * 


Authority to Inspect 


For the purposes of enforcement, Federal officers and employees 
are authorized under Section 704 to enter and inspect any factory or 
establishment in which food is “manufactured, processed, packed, or 
held for introduction into interstate commerce.’ * A United States 





2? Microanalysis of Food and Drug Prod- 
ucts, p. 3. 


3 
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Circuit Court of Appeals held this provision valid saying it was bot- 
tomed upon the police power of the United States as exercised under 
the commerce clause of the Constitution for the protection of the 
public health.® 

This authority to inspect is not confined to plants which process 
or store foods for introduction into interstate commerce but—what is 
more novel from a legal standpoint—extends to conditions under which 
food is held or stored after the interstate journey has ended. 

The Food and Drug Administration has invoked the latter provision 
in a number of cases. They have proceeded, for example, against apple 
chops,® peppers,’ and flour * allegedly held under insanitary conditions 
a/ter shipment in interstate commerce. 


Plant Facilities and Physical Conditions 


Both Sections 402(a)(4) and 704, unlike the act in general which 
is focused on the product itself, deal with plant facilities and the physical 
conditions surrounding the production and distribution of food. 

The statutory test of violation is that the failure to maintain proper 
sanitary conditions gives rise to the possibility that the food may have 
become contaminated with filth, or may be injurious to health.’ It has 
been argued from this that actual contamination is not necessary, that 





is, the product itself need not be filthy, need not be injurious to health. 











United States v. Crescent-Kelvan Co., 
164 F. (2d) 582 (CCA-3; 1948), [CCH Food 
Drug Cosmetic Law Reports { 7079]; see 
Senate Report No. 361, Seventy-fourth Con- 
gress, First Session, p. 26 and House Re- 
port No. 2139, Seventy-fifth Congress, Third 
Session, pp. 2, 12; see also McDermott v. 
Wisconsin, 228 U. S. 115 (1913), Hipolite 
Egg Company v. United States, 220 U. S. 
45, 47 (1911), and Seven Cases v. United 
States, 239 U. S. 510 (1916). 

® United States v. 664 Bags of Apple 
Chops, Food Notice of Judgment No. 3978 
(1942) 

7 United 
Chili Peppers, 
No. 3844 (1942). 

’ United States v. 42 Sacks of Flour, Food 
Notice of Judgment No. 3659 (1942). 

® See Triangle Candy Co. v. United States, 
144 F. (2d) 195 (CCA-9; 1944), where gov- 
ernment inspectors testified they examined 
the plant at a date not far removed from 
the time of manufacture of the seized prod- 
uct and found rats and cockroaches; also 
that the candy making machines were left 


States v. 21 Bags of Mexican 
Food Notice of Judgment 
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uncleaned after use Such evidence was 
held sufficient to support a finding that 
the product was manufactured under in- 
sanitary conditions, despite evidence to 
the contrary produced by defendants. 

See also United States v. Maselas, (DC 
D. C., 1945), [CCH Food Drug Cosmetic 
Law Reports ‘ 7067], where it was held 
that bakery products were prepared, 
packed, or held under insanitary condi- 
tions; United States v. Conestoga Cream 
and Cheese Manufacturing Corporation, 
(DC Ohio, 1945), [CCH Food Drug Cos- 
metic Law Reports © 7069], where a cheese 
plant was found to be in an insanitary 
condition; United States v. Connecticut Pie 
Co., (DC, D. C. 1945), [CCH Food Drug 
Cosmetic Law Reports % 7068], where the 
court dealt with the manufacture of bakery 
products which were prepared, packed, or 
held under insanitary conditions; and 
United States v. Roma Macaroni Factory, 
75 F. Supp. 663 (DC Calif., 1947), [CCH 
Food Drug Cosmetic Law Reports % 7088], 
where a macaroni product was prepared 
and packed in a filthy plant. 
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Presumably, a perfectly good uncontaminated box of food could be 
“deemed adulterated" where it is shown that the product was prepared. 
packed, or stored either under conditions or in a plant where it might 
have become contaminated.'° 

In effect then, Section 402(a)(4) seems to allow the seizure of 
otherwise wholesome food articles which originate from an insanitary 
factory. “One argument supporting such a view,” according to Her- 
rick, “is the fact that this provision does not require proof of actual 
contamination. The discovery of a rat-run in the basement of a factory, 
coupled with the presence of rodent hair and rodent excreta scattered 
about one or more rooms, may well justify the conclusion that the entire 
building is rat-infested and that the products being processed or stored 
in such premises may have become so contaminated.” * 

The statutory provision, as has been seen, is in the alternative; it 
refers to insanitary conditions whereby the food may have become 
“contaminated with filth” or “rendered injurious to health.”” From this 
it has been said it is not essential for the government to show that 
the food in question is filthy to such a degree that it is injurious to 
health; '*? that the Food and Drug Administration is not required to 
consider the fact that cooking may have killed all forms of insect life and, 
in effect, sterilized the product. In fact, in one case where rodents, 
silver fish, bugs, cockroaches, and flies were found in the storage and 
work rooms of a bakery, the court refused to consider evidence to the 
effect that the high heat under which bread was baked would preclude 
the possibility of the product being injurious to health; such evidence, 
the court said, was immaterial.'* 


Sanitation Program in Food Plant 


How sanitary must a plant be? What can be done to an existing 
structure to bring it into compliance? Let's take a hypothetical case, a 
branch plant in a crowded industrial area where the management acted 
promptly and decisively to improve sanitary conditions: 

The production manager from the home office was called in to 
take charge of a sanitation program under the supervision of a qualified 











See United States v. McGraw Candy ® Herrick, Arthur D., Food Regulation 
Co., Food Notice of Judgment No. 8151 and Compliance, p. 804. 





(1943). % United States v. Lazere, 56 F. Supp. 

1 Herrick, Arthur D., Food Regulation 730 (DC Ia., 1944): to the same effect see 

and Compliance, p. 802. United States v. Adlers Creamery, Inc. (DC 
N. Y., 1946). 
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sanitary engineer. Production was stopped. The cleaning company 
and the general contractor moved in with their crews and went to work. 
They cleaned the entire plant from top to bottom. After the quarter- 
round molding had been removed at the junction of the walls and floors, 
they cleaned all the cracks before they were sealed by the masons. 


At the same time, the plant personnel was divided into clean-up 
groups which were detailed to clean the equipment. Every piece of 
equipment was thoroughly cleaned and painted with aluminum paint. 

The general contractors came in with a crew of carpenters, masons, 
steam fitters, plumbers, electricians, and sheet metal workers. Permanent 
wooden platforms upon which machines were set were removed and 
destroyed. The machines then were reset by extending the legs to 
the floor level. Portable platforms were constructed and placed between 
the machines. These were covered with masonite and braced with 
steel. They were made easily removable so that the area in and around 
the machines could be cleaned readily. 

The unused hot air system was closed and made rodent proof. Sheet 
metal workers with acetylene torches cut away all metal work from two 
inches below the floor level to 14 inches above the floor level. The lower 
openings below the floor level were filled with cement to within one-half 
inch of the floor level and then bricked up solid to a distance 14 inches 
above the floor level; all open grill work was removed and the openings 
permanently closed with sheet metal; all open spaces between the ducts 
and the wall were filled and sealed with cement. 

The radiators of the present heating system were disconnected, 
raised permanently on legs 12 inches above floor level and then recon- 
nected; the pits beneath the radiators were filled with cement flush 
to floor level. 

All holes in the cement floors in the basement and elsewhere were 
chipped out and filled with cement; all cracks and holes in the inner 
walls of the foundations were chipped out and filled with cement. 

The wooden partition around the entrance to the boiler room was 
removed and replaced by a permanent cinder block and brick wall; 
the door leading to the boiler room was rehung, the bottom part of the 
door rebuilt and encased in sheet metal. The threshold under the door 
was renewed and covered with sheet metal. | 

Defective plumbing in the toilets and washrooms (including pipes, 
soap dispensers, etc.) was replaced. The floor drains were cleaned, 
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and new plumbing fixtures were installed. A hose with a high pressure 
nozzle was installed near the sinks on the first floor; floor drains were 
installed beneath the sinks and the entire area was enclosed with a water 
proof partition, thus separating the sinks from production areas of the 
plant. 


A new lunch room was constructed providing ample room for em- 
ployees to eat their lunches. This room was made clean and bright 
with new plaster walls, finished with molding and interior trim. Strict 
instructions prohibiting eating in or near production areas were given 
each employee. 


All other doors and door jambs were covered with sheet metal 
for a distance eight inches above the floor level. Solid metal thresholds 
were installed under all doors leading to stairways. 


The partition between the office and the production area was rebuilt 
and covered with sheet metal. The passage of rodents from the office 
to the plant is not now possible as long as the door is kept closed. 


All pipe holes in stone work were cemented. All other pipe holes 
were covered with strong metal collars. All motors were placed on metal 
frames and raised 12 inches from the floor. Window frames were 
repaired and renewed. 


The old trash bins were removed and destroyed. Smaller portable 
bins were constructed to replace the old bins; these are easy to remove 
for emptying and cleaning. A waste segregation program was set up 
so the tin cans will not be mixed with waste paper, and salvageable 
corrugated cartons will not be mixed with other trash. 


All basement windows were covered with a heavy one-eighth inch 
wire mesh screen. All stocks of merchandise were placed on metal skids. 


Later on, a painting contractor came in and painted the entire plant. 
Great care had to be taken in this connection as some foods are suscepti- 
ble to contamination by paint odors. 


It was not enough to create a sanitary plant—it had to be maintained 
from day to day. Thus, a continuous cleaning and sanitation program 
was planned and put into operation. This called for, among other 
things, the appointment of a permanent sanitation supervisor who was 
given the responsibility for employee hygiene and for keeping the plant 
clean, sanitary, and rodent proof. [The End] 
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This paper was presented at the meeting of the Medical Section 
(Eastern) of the American Pharmaceutical Manufacturers’ Association, 
in New York City, on February 7, 1949. 


are just over ten years old. Current applications are being num- 

bered in the 66 hundreds. This does not mean a present annual 
rate of 660, because in the early days of the law many applications 
were handled which now would be declined on the ground that the drugs 
covered were not new drugs within the meaning of the Act. The present 
rate of submission is somewhere between 250 and 300. Actually, most 
of these are variants on an old theme, so to speak, and do not represent 
actual new drugs in the lay sense. Even the ingenuity and inventive- 
ness of the American pharmaceutical industry cannot produce 300, or 
even 100, genuinely new drugs a year, for which I suppose we all 
should be thankful. 


You will recall that the final impetus to inclusion of the new drug 
requirements in the Act when its revision was under discussion was the 
unfortunate failure to investigate, not the active ingredient of a new 
drug, but a supposedly inert vehicle. Because of the resultant tragedy, 
Congress wrote into the list of prohibited acts the selling or offering for 
sale in interstate commerce of a new drug for which a new drug appli- 
cation was not effective. The wording was such as to include not 
only the active ingredient, but any ingredient. The new drug applica- 


[a NEW DRUG PROVISIONS of the Food and Drug Act 
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tion, in brief, consists of evidence that a new drug is safe for use, when 
used as directed, and that the manufacturer has the facilities to maintain 
this safety by maintaining the identity, strength, quality, and purity 
of the drug. There are two phases of the question to be considered. 
First, is a proposed new product a new drug within the meaning of 
the Act? Second, given an affirmative answer, what are the require- 
ments in the new drug application? I propose to discuss briefly the 
definition, the evidence for safety, and the directions for use. 


Definition of a New Drug 


Let me first recall the definition of a new drug. I am not quoting 
the wording of the Act, but condensing the definition somewhat. A new 
drug is one whose composition is such that it is not generally recognized, 
by experts qualified by training and experience to evaluate the safety 
of drugs, as safe for use under the conditions of use set forth in the 
labeling. With a single apparent exception noted below, only those 
drugs which are new in the sense of this definition are new drugs within 
the meaning of the Act, and, therefore, subject to the new drug require- 
ments of the Act. There is no specific machinery set up for determining 
whether or not a particular substance is a new drug under this definition. 
In some cases a decision is easy. A new chemical substance, or an 
old substance newly introduced into therapeutics, obviously will be a 
new drug. In other cases, the answer is not so simple. How to deter- 
mine “general recognition by experts’ is something of a problem in 
itself. Polls are costly and time consuming, even if our confidence in 
polls had not been somewhat shaken recently. We in the new drug 
section frequently are called on to advise members of industry as to 
the new drug status of various substances. So far as I know, we have 
given our views willingly, cheerfully, and, in most cases, promptly. 
It should be recognized that in these answers we are expressing an 
opinion, based on our attempt at keeping abreast of developments in 
pharmacology and therapeutics. There is nothing to prevent you from 
forming your own opinion in any specific case and basing your actions 
thereon. I have said there is nothing to prevent you. There is, of 
course, the fact that the purpose of the new drug requirements is the 
protection of the public. If there were doubts about the safety of a 
substance or the general recognition of that safety, the position of one 
who errs, and not on the conservative side, is not an enviable one. In 
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relation to this matter of the new drug status of a substance, one of 
the frequent questions has to do with drugs for which one or two new 
drug applications may be effective and which may be on the market. 
This is the apparent exception mentioned above. Our answer to this 
question usually is to cite the second paragraph of the new drug defini- 
tion. In this case, I will read it verbatim: 


The term “New Drug” means: 

Any drug the composition of which is such that such drug, as a result of investi- 
gations to determine its safety for use under such conditions, has become so recog- 
nized, but which has not, otherwise than in such investigations, been used to a material 
extent or for a material time under such conditions. 

This is really an extension of the first paragraph of the definition. 
The fact that an application or two applications have been permitted 
to become effective and that the drug is commercially available does 
not of necessity mean that the drug is generally recognized as safe 
for use. Rather, it means that in the opinion of the Administrator of 
the Federal Security Agency, that is to say, the medical officers of the 
New Drug Section, the evidence of the safety for use offered by the 
applicant is adequate to justify a positive conclusion. But “general 
recognition” is not possible until the drug has been used for a material 
time or to a material extent so that it has become generally known. In 
addition, in most cases the evidence on which such a positive conclusion 
is reached consists of observations which may be as yet unpublished 
by the investigators, and, therefore, not generally known to the 
“experts.” 


Before leaving the matter of the definition of a new drug, I wish 
to call attention to a common error. From time to time, we receive 
letters asking whether a named substance is a new drug, without giving 
us any information as to what the indications or directions for use 
might be. We consistently have taken the position in replying to these 
letters that we can express an opinion only in the light of the proposed 
directions for use. Sometimes our correspondents seem to find it difficult 
to accept this position. 


Evidence of Safety for Indicated Use 


Given the decision that a particular product is a new drug, what 
then are the requirements respecting it? Fundamentally, these are that 
it be shown to be safe for the indicated use. No definition of what is 
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meant by safety appears in the Act. In fact, it does not seem to be 
possible to write a satisfactory definition. In Webster's unabridged 
dictionary, safety is defined as freedom from danger or hazard. But 
freedom is relative. Every physician knows that when he elects to use 
drugs in the therapy, diagnosis, or prevention of disease he must, con- 
sciously or unconsciously, weigh the possible hazards against the poten- 
tial value of the drug for his purpose. As we have pointed out 
elsewhere, he does not hesitate to employ general anaesthetics or local 
anaesthetics, digitalis, insulin, antitoxins, or radium if the need exists, 
even though, in an absolute sense, none of these substances can be said 
to be safe. We in the Food and Drug Administration have taken the 
position that a maximum of safety should be the goal, and that this 
maximum of safety is approached when the physician is fully informed 
with respect to the drug he chooses to employ. 


We believe, then, that an application should contain a sound phar- 
macological study. The type and method of action in animals usually 
will have been determined in the screening tests which led to the selec- 
tion of ‘the drug for further investigation. But given this selection, it 
should be studied intensively by the standard methods of pharma- 
codynamics in order to make possible an overall description of its actions. 
How is the drug metabolized? What are the preferred routes of admin- 
istration? How is it excreted? In excessive dosage, what effects are 
induced? What is the acute, subacute, or chronic toxicity, as the case 
may be? Is it locally irritant? What is the margin of safety? These 
are problems which may be approached first in the laboratory, on experi- 
mental animals. You will need such information to define the position 
of your drug, and also because the clinical pharmacologist will wish 
the support of all the information you can give him. In cautious trials 
on human subjects, he then will seek confirmation of the laboratory 
findings. He will make carefully guarded studies of a preliminary nature 
to determine whether the results in animals can be transferred to the 
human species. Is the drug still effective? Are there toxic symptoms 
which were not evident in animals? Besides observations in these early 
studies on efficacy and toxicity, the clinical trials, at an early stage, must 
define the procedures to be employed in more extensive studies by those 
who are chiefly interested in therapeutic efficacy. Amount, frequency, 
and duration of dosage, route of administration, evidences of toxicity, 
sensitization, or overdosage, these must come from careful clinical trial. 
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Are there possibilities of misuse? In the case of drugs inducing relief 
of pain, what are the potential addicting or habit-forming properties? 
The actual information required, of course, will vary as widely as do 
the drugs under investigation. While the fundamental concern of the 
new drug application is with the evidence for safety, the law also has 
a requirement to the effect that directions for use must be supplied. And 
these will have to do with both the safest and the most efficacious way 
of using the drug. In other words, the reports of the clinical trials 
will properly include not only observations on freedom from untoward 
reactions, but also evaluations of efficacy: As a matter of fact, few 
investigators are willing to make studies of safety alone. Safety without 
efficacy is of little significance. 


The results of these studies—pharmacological, both on laboratory 
animals and man—and the clinical studies are called for in the applica- 
tion under Section 505(b)(1) which requires ‘full reports of investi- 
gations which have been made to show whether or not such drug is 
safe for use.” In passing, I might note that some of our occasional 
differences of opinion come from our differing interpretations of the 
words ‘‘full reports." The pharmacological studies as submitted are, 
as a rule, full and detailed, and capable, more or less, of independent 
evaluation. The clinical reports are not always so satisfactory. An 
expression of opinion from a cardiologist, dermatologist, or obstetrician 
is valuable to us as an opinion, but it scarcely can be interpreted as a 
full report. Since we are the ones who must make the final decisions 
and accept final responsibility, we desire, when possible, to have the 
raw data from which we ourselves can draw conclusions. Even then 
the factor of clinical judgment of the observer enters in. 


Directions for Use 


This material then, pharmacological studies, initial restricted clinical 
investigations, and the reports from wider distribution to clinicians who 
are not primarily investigators, make the material by which you will 
support the safety of your new drug for use. Out of this material, too, 
you will define the conditions for use which you submit to us, usually 
in the form of the brochure which is available to physicians on request. 
It is obvious, in most cases, that you have spent a great deal of time 
and effort on these brochures. It is an obligation, of course, for these 
are the adequate directions for use required by other sections of the 
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Act. I may say that we too spend a good deal of time in the careful 
review of these brochures for the same reason. In the case of really 
new drugs, new in the non-technical sense, these brochures are fre- 
quently the chief sources of information for the physician. In the inter- 
ests of the safety which is the intent of the new drug requirements, we 
believe this material should be as accurate and informative as possible. 
We have not hesitated to offer criticisms on this basis. 1 may mention, 
parenthetically, that we also occasionally offer strictly editorial com- 
ment, labeling it as not a part of our official concern, and usually have 
had our suggestions welcomed in the spirit in which they were intended. 


Other requirements of the Act, having to do with the declaration 
of components and composition, manufacturing, and control details, need 
not be discussed before this group. The new drug requirements of the 
Federal Food, Drug, and Cosmetic Act supply sanctions to support a 
moral obligation which already exists. The obtaining, organizing, and 
evaluation of information with regard to the safety and efficacy of your 
new drug, in most cases, you would feel as an obligation in order prop- 
erly, and with a clear conscience, to be able to recommend your new drug 
to your colleagues for use in the practice of medicine. [The End] 


NOTICES OF JUDGMENT 
Notices of Judgment under the Federal 
Food, Drug, and Cosmetic Act, Foods Nos. 
13001-13200, were issued in March 1949 by 
the Federal Security Agency. 
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he Food and Drug Administration 
ooks at Insecticides 


THE INSECTICIDE INDUSTRY IS REMINDED OF THE 
NEED FOR RECOGNIZING THAT DISCRETION AND DIS- 
CRIMINATION MUST BE EMPLOYED IN USING POISONS 





By PAUL B. DUNBAR 





This paper was presented at the meeting o} the 
National Agricultural Chemicals Association 
in Rye, New York, on May 5, 1949. 


to tell you of the thinking of the Food and Drug Administration 

about the use and abuse of poisonous sprays in the production of 
foods. Our concern, of course, is from the standpoint of our obligation 
to protect the consumer through the enforcement of the Food, Drug, 
and Cosmetic Act. 


IT: THE BRIEFEST AND LEAST TECHNICAL WAY I want 


Fundamentals 


To begin with, let me state a few fundamentals. (1) The Food 
and Drug Administration recognizes that the use of insecticides is neces- 
sary both to bring many agricultural food crops to maturity in a condition 
suitable for human consumption and to protect many foods against insect 
depredations during manufacturing operations and storage. (2) By and 
large insecticides are poisons. If they were not poisonous they would 
be of no value as insecticides. Their toxicity varies only in degree. 
(3) The terms of the Federal Food, Drug, and Cosmetic Act do not 
preclude the use of insecticides, but they do make provisions to guarantee 
that when they must be used consumer safety shall be assured. 
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Congressional Intent 


In drafting this law, Congress obviously had in mind that under 
modern conditions we humans are exposed to traces of toxic substances 
from many sources. They recognized that the sum total of our intake 
of these minute quantities of toxic substances may be hazardous unless 
appropriate steps are taken to safeguard the public in every possible 
way. And so, when they came to legislate about the purity of foods, they 
held that a food is adulterated if it bears or contains any poisonous 
or deleterious substance which may render it injurious to health, re- 
gardless of whether that substance is a natural component of the food 
or is added. They went further and said that any poisonous or de- 
leterious substance added to a food shall be deemed to be unsafe, 
regardless of the amount added, but, recognizing that this would outlaw 
the use of necessary insecticides and severely curtail food production, 
they provided an exception when it can be shown that the use of a 
poisonous substance is required in production or cannot be avoided by 
good manufacturing practice. In such cases they directed the Admin- 
istrator to promulgate regulations setting safe tolerances which have 
the force and effect of law. They enjoined him when setting such 
tolerances to take into account, not only the extent to which the use of the 
poison is required or cannot be avoided, but also the other ways in which 
consumers are exposed to the same or other poisonous substances. 


That provision of the law imposed a heavy responsibility on the 
Food and Drug Administration. I confess that we have not fully met 
our obligation. The law was passed in 1938; the war intervened and 
made it impossible for us to hold the necessary hearings to establish 
tolerances. We did hold a hearing and set up a tolerance for 
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flourides on apples and pears in 1944. That regulation was invalidated 
by a decision of the Ninth Circuit Court of Appeals. Following the 
termination of the war, we began preparations to reopen the hearings 
and set up tolerances under the law for a variety of insecticides which 
were coming into extensive use. Then we were confronted with a 
difficult situation. During the war a large number of new and very 
potent insecticides had been developed. Little was known about their 
toxicity either to the person who applied the sprays or to the consumer 
who ate the finished food product. In several cases we didn't even have 
methods for accurate estimation of the residual spray left on or absorbed 
by the food product. We didn't know whether the residues remained 
intact, whether they were altered by weathering to nontoxic or more toxic 
residues, whether they could be removed by washing, or whether they 
were absorbed into the plant s-ructures and, therefore, could not be 
removed. We knew too little about many of these insecticides to hold 
hearings and establish safe tolerances. 


Problem of Cumulative Toxicity of Insecticides 


When the toxicologist talks about poisons he views the subject 
in two ways; first, the possibility of acute poisoning, and, second, the 
possibility of chronic poisoning. Acute poisoning is something that 
doesn't worry us very much today in connection with spray residues 
on fruits and vegetables. Such poisoning occurs only through negligence. 
What the toxicologist is worried about is chronic poisoning resulting 
from the long-time consumption of minute amounts of a poison which 
may eventually build up in the system to produce a serious physical 
disturbance. That is what they call cumulative poisoning. It has long 
been known that arsenic and lead have cumulative effects. We are just 
beginning to acquire knowledge about the cumulative toxicity of a few of 
the newer insecticides. 

To avoid overtaxing your patience, I am going to talk from here 
on about DDT. It will illustrate the general problem of all insecticides. 
DDT is a tremendously useful pesticide. You began manufacturing 
it in enormous quantities about the middle of the second world war, 
and I don’t think there is any doubt but that its use saved the lives of 
many thousands of our boys who otherwise would have succumbed to 
typhus and malaria. There wasn't any question, even in those war 
years, but that DDT was poisonous. Work in the Public Health Service 
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laboratories and in our own, done at the request of the military au- 
thorities, proved that; but we were able to reach the conclusion that 
it was a reasonably calculated military risk to use DDT as a typhus 
and malaria preventive, and that the risk of poisoning was less serious 
than the risk of exposure to these diseases. In reaching that conclusion 
the toxicologists believed that, while exposure to DDT would be fairly 
heavy, it would not be long-continued, and that the risks of cumulative 
poisoning would therefore be low. Since the war, DDT has deservedly 
retained its popularity as an extremely efficient insecticide. But, by the 
same token, there is an increasing danger of exposure of the general 
public to small continued intakes of DDT from many sources and for 
long periods with the resultant hazards of cumulative effect, particuarly 
since the public has come to believe that it is not poisonous. We don't 
know how serious this hazard is in terms of human damage. We do 
know this: that experimental rats fed rations containing very small 
amounts of DDT, amounts of but one part per million or thereabouts, 
will, in the course of time, and well before the end of a normal rat 
lifetime, store DDT in the fat, and with five parts per million will 
develop liver damage that is minimal but characteristic; that female dogs 
exposed to cumulative effects of DDT secrete DDT in the milk; further, 
that mother rats fed 50 parts per million, or more, in their diet produce 
smaller weanling rats and fewer survivals to a litter than control animals. 
Now we cannot perform similar experiments on babies. We cannot 
exactly translate the results of rat experiments into terms of human 
effects. Certainly in any study of possible toxicity, if we know that 
one species of animal is affected, there is only one course to follow and 
that is to play safe and assume that the same results would follow if 
we could use human animals as experimental subjects. 


Need for Discretion in Use of Poisons 


While DDT is an extremely useful insecticide, I am satisfied, as 
I have said, that the public has been more or less educated to believe 
that it is completely harmless. That undoubtedly has led to careless 
use by consumers in the household, and by food producers. The other 
day I received a pathetic letter from a lady in Georgia who stated that 
she had a small house and garden in a country area, and that nearby 
farms were being literally deluged with poisonous sprays. To quote her: 
“Our home is in a smother of poisons from surrounding farms from 
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early spring until late autumn. Our continued illness, particularly my 
own during this time, has occurred after being exposed to these poison 
dusts and sprays.’’ She goes on for several pages to recite the ills which 
she and her family have suffered, and she sincerely believes, and per- 
haps correctly, that these ills are attributable, at least in part, to these 
continued exposures. Apparently her doctor believes so too. 


Now, gentlemen, as I said at the outset, poisonous sprays are 
a necessary and a very valuable part of our program of producing sound 
and edible food supplies, and of combating harmful and destructive insect 
pests. But the time has come when I am certain that this industry which 
you represent should and does recognize that discretion and discrimi- 
nation must be employed in the use of poisons and that the ever-present 
objective must be the protection of human beings from undue exposure. 


DDT and the Dairy Industry 


Until a few months ago we didn't have the information we now 
have about the cumulative effect of small doses of DDT. Such experi- 
ments require several years. Only recently have the experiments of the 
Bureau of Entomology and Plant Quarantine been carried to a point 
where it was necessary for them to say that if dairy cows are fed silage 
bearing DDT, if dairy cows are sprayed with DDT, or even if DDT is 
used in dairy barns, the milk from those cattle will contain DDT. Prior 
to that discovery, it was our view that, with proper precautions to 
protect the food from contamination, DDT was an effective and safe in- 
secticide to use in connection with food production of every type. How- 
ever, when inquiry was made of us, following the report of these results 
by the Bureau of Entomology and Plant Quarantine, as to whether 
DDT was a safe substance for use in dairy practice, there was only 
one answer to make. Milk is a most important and universal food. It 
is the principal food of many babies from almost the day of their birth. 
It is an important food of children, and is important as an item of the 
diet throughout our lifetime. Its purity must be safeguarded in every 
possible way. The Food and Drug Administration will not and cannot 
set up a tolerance for DDT in milk. It is plain common sense that dairy 
practice shall be so conducted as to protect the milk supply. Fortunately, 
the Bureau of Entomology and Plant Quarantine was ready to suggest 
alternatives and far less objectionable substitutes for DDT. I cannot 
say too much in praise of the action of that Bureau in promptly adjusting 
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its spray recommendations to fit the new situation. There is no ground 
for hysteria about our milk supply. The dairy industry will certainly 
abandon its practice of using DDT in favor of some less objectionable 
substance. After all, in many areas of the country the fly population is 
no problem during the winter months, and in summer the cattle are in 
pasture, unexposed to DDT. The impression that a vast number of our 
population are consuming harmful quantities of DDT in milk is un- 
founded. Our spot checks of market milk throughout the United States 
justify that statement. 


But the risk exists; and therefore I can do nothing but to advise 
you to back up your Executive Secretary, Mr. Hitchner, in his efforts 
to encourage the discriminating use of insecticides. 


Setting Up Safe Tolerances of Insecticides 


A paper entitled “Pharmacological Considerations of Insesticides”’ 
was delivered by Dr. Arnold J. Lehman, Chief of our Division of Pharma- 
cology, at the San Francisco meeting of the American Chemical Society 
in April. He discussed the results, not only of his own investigations, 
but also of other scientific studies; and then listed those insecticides on 
which sufficient scientific evidence has now been accumulated to war- 
rant us in believing that hearings can be held under the Federal Food. 
Drug, and Cosmetic Act, and safe tolerances set up. His suggestions 
are not tolerances. Tolerances can only be set up in legal form after 
hearings. They are his ideas as to the location of the danger threshold. 
I am not going to read them all, but I do want to mention his views 
about DDT. He says that in his judgment the danger point should be 
under one part per million if a large part of the food consumed is con- 
taminated, but that five parts per million approach that point if DDT is 
found only in single items. By that he means that if it can be shown, 
for example, that the spray schedules can be so controlled by the en- 
tomologist and by you manufacturers that the harvested crop of most 
fruits and vegetables will contain no DDT, but that, perhaps, apples 
and pears may contain some unavoidable residues, then it may be per- 
missible to set up a legal limit of five parts per million for apples and 
pears. On the other hand, if it turns out that a great many other foods, 
in order to be brought to maturity without being destroyed or badly 
damaged by insect infestation, must contain some DDT, then a wider 
range of products must be provided with tolerances. In that case, since 


Page 238 Food Drug Cosmetic Law Quarterly—June, 1949 











the consumer intake would come from so many sources, a tolerance 
as low as one part per million may be required. The Food and Drug 
Administration will never be able to, nor should it, set up a DDT toler- 
ance for every variety of food product. Certainly, milk is one product 
where we will not do so. In general, baby foods of every type are in this 
category. Other foods which are less continually and less universally 
used may properly be permitted to be sold under a tolerance which 
quite possibly may not be as large as five parts per million but should 
be sufficiently liberal to permit effective but discriminating spraying. 


I am quite confident that, with the determination on the part of 
insecticide manufacturers so to control their labels and distribution 
as to protect the consumer, and with the able guidance of the entomolo- 
gists in the Department of Agriculture and in the various state organiza- 
tions, it will be possible to work out a program that not only will protect 
the food supply, but also will guarantee consumer protection. Such a 
program should call for avoidance of the use of insecticides in food 
production unless a real need for such use exists. It should obviously 
envisage the abandonment for food production of any type of insecticide 
which is too poisonous for safe use on foods. 


Obligations of the Insecticide Manufacturer 


May I close with the suggestion that there is a moral obligation 
upon each of you to bend every effort toward the synthesis, and eco- 
nomical manufacture, of pesticides which show promise of combining 
low human toxicity with high insecticidal value. A corollary obligation, 
it seems to me, is research in your own organization on methods of 
chemical analysis of new pesticides that will afford an accurate index of 
residues not only on, but in our foods, in ali those cases where presence 
of that particular pesticide is necessary. Such methods also will be 
invaluable to the industry and government pharmacologists in estimating 
the effects of the pesticide on human beings. There are heartening indica- 
tions that certain of you are fully conscious of both these obligations 
and are conducting research which, while in the short view may not 
seem to be productive in profits, will, in my estimation, pay tangible divi- 
dends in the long run. I heartily congratulate those concerns and, to 
the others, say “Go thou and do likewise.” [The End] 
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Minutes of the First Meeting of the 
Committee on Food, Drug and Cosmetic Law 
in the Section of Administrative Law 

of the American Bar Association 


at Seattle, Washington, on September 6, 1948, in the course of 

the annual meeting of the American Bar Association there. It 
was called to order at 2 p. m. by the Honorable George Rossman, Chief 
Justice of the Oregon Supreme Court, as Chairman of the Section of 
Administrative Law, who made an opening statement and then intro- 
duced the Chairman of the Committee, Charles Wesley Dunn of 
New York City, as the presiding officer. 


l NHIS MEETING was held in the United States Court House 


The program of the meeting was divided into two parts. The first 
part consisted of an inaugural paper by the Chairman on “The Food, 
Drug, and Cosmetic Law in the United States;’’ and supplemental papers 
on this law. They were by the following authors on the following 
subjects: Honorable Robert E. Freer of Washington, D. C., Chairman 
of the Federal Trade Commission, ‘“The Federal Trade Commission's 
Procedures and Policies in the Administration of the Wheeler-Lea 
Amendments Relating to Food, Drug, and Cosmetic Advertising:” 
William W. Goodrich of Washington, D. C., Principal Attorney of 
the Food and Drug Division in the Office of General Counsel of the 
Federal Security Agency, “The Applicability of the Federal Food, Drug, 
and Cosmetic Act to Intrastate Commerce;"’ and Walton M. Wheeler, 
Jr., of Indianapolis, Indiana, Counsel for Eli Lilly and Company, “‘Inter- 
ference With the Practice of Medicine Under the Food, Drug, and 
Cosmetic Act.’” All of such papers were published in the September 
1948 issue of the Food Drug Cosmetic Law Quarterly; and a copy of 
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the Chairman's paper is attached to these minutes, because it made 
numerous recommendations to the Committee.' It stated that the Com- 
mittee then had approximately 120 charter members; and a list of them 
is enclosed herewith. It also stated that the Committee grew out of 
the original Section on Food, Drug and Cosmetic Law of the New York 
State Bar Association, which secured its establishment and now has a 
membership of 171. 


The second part was an organization session. The Chairman 
stated that the Committee's chairman is appointed by the Section of 
Administrative Law; and it subsequently reappointed the Chairman for 
the 1948-49 Association year. The Chairman suggested that James M. 
Best of Chicago, Counsel for the Quaker Oats Company, be named as 
Secretary of the Committee; and this suggestion was approved. The 
Chairman further suggested that the Committee be organized on the 
basis of executive and standing subcommittees, to parallel the successful 
complementary organization of the Section on Food, Drug and Cosmetic 
Law of the New York State Bar Association; and, after discussion, this 
suggestion was approved and the Chairman was authorized to appoint 
the subcommittees. It was decided, however, that the executive sub- 
committee shall only act on a question of policy according to the 
majority opinion of members, determined by a referendum vote; and 
that the executive subcommittee shall only act with respect to any 
product or class of products on the basis of a report by the standing 
subcommittee on the law relating thereto. After this meeting the Chair- 
man made the following subcommittee appointments and authorized 
the chairman of each standing subcommittee to complete its membership: 


Subcommittee on Food Law: Samuel A. McCain of New York 
City, Counsel for the Corn Products Refining Company, Chairman. 


Subcommittee on Drug Law: James F. Hoge of New York City, 
Counsel for the Proprietary Association of America, Chairman. 


Subcommittee on Cosmetic Law: Hugo Mock of New York City, 
Counsel for the Toilet Goods Association, Inc., Chairman. 


Subcommittee on Beverage Law: William J. Williams of New York 
City, Counsel for Canada Dry Ginger Ale, Inc., Chairman. 


‘Not reproduced here This paper ap- 
pears at 3 Food Drug Cosmetic Law Quar- 
terly (1948) 308 
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Subcommittee on Food Standards: H. Thomas Austern of Wash- 
ington, D. C., Counsel for the National Canners’ Association, Chairman. 


Subcommittee on Medicinal Chemicals and Economic Poison Chemi- 
cals: Carl M. Anderson of New York City, the Assistant to the Presi- 
dent of Merck & Company, Chairman. 


Subcommittee on Uniform State Food, Drug and Cosmetic Laws: 
Michael F. Markel of Washington, D. C., Chairman. 


Subcommittee on Product Liability Law: Bradshaw Mintener of 
Minneapolis, Minnesota, Counsel for Pillsbury Mills, Inc., Chairman. 


Executive Subcommittee: The Chairman and Secretary of the Com- 
mittee, the Chairmen of the Standing Subcommittees, and the following 
additional members at large: John S. Prescott of New York City, Coun- 
sel for General Foods Corporation; Walton M. Wheeler, Jr., of In- 
dianapolis, Indiana, Counsel for Eli Lilly and Company; Leslie D. 
Harrop of Kalamazoo, Michigan, Counsel for the American Drug Manu- 
facturers Association; J. W. Holloway, Jr., of Chicago, Director of the 
Bureau of Legal Medicine and Legislation, American Medical Associa- 
tion; and E. B. Kixmiller of Chicago, Counsel for Swift and Company. 


The Chairman then submitted the recommendations in his inaugural 
paper. The following recommendations were referred to the following 
subcommittees, designated by the Chairman, for study and report: 


To the Executive Subcommittee: The recommendation that the 
special law against the false advertisement of foods, drugs, and cos- 
mestics, in Sections 12 to 16 (inclusive) of the Federal Trade Commis- 
sion Act, be appropriately consolidated in the Federal Food, Drug, and 
Cosmetic Act. The subcommittee will act thereon pursuant to a refer- 
endum vote by Committee members, as hereinbefore provided. 


To the Subcommittee on Food Law: The recommendation that the 
Committee condemn anti-oleomargarine legislation. 


To the Subcommittee on Uniform State Food, Drug and Cosmetic 
Laws: The recommendation that the Committee promote such laws. 


The following recommendations were approved: 


(1) The recommendation that Schools of Law provide appropriate 
instruction and research in the food, drug, and cosmetic law. 
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(2) The recommendation that each annual appropriation to ad- 
minister the Federal Food, Drug, and Cosmetic Act be adequate, in 
the circumstances. 


(3) The recommendation that the Committee condemn any amend- 
ment to the Federal Food, Drug, and Cosmetic Act, such as that pro- 
posed by Senator Moore in the Eightieth Congress. The Moore 
amendment provided in effect that this Act may only be criminally 
enforced against violations that are willful or result from gross negli- 
gence. Such an amendment is condemned because it would seriously 
impair the protective value of this Act, and, therefore, it is fundamentally 
detrimental to the public welfare. 


(4) The recommendation that the additional amendments to the 
Federal Food, Drug, and Cosmetic Act, which have been or may be 
responsibly suggested, be referred to the appropriate subcommittees. 


Therefore, the Chairman has referred the following suggested 
amendments to the following subcommittees, for study and report: 


To the Executive Subcommittee: (1) The suggestion that the Fed- 
eral Food, Drug, and Cosmetic Act be amended to provide for its in- 
dependent administration. (2) The suggestion that this Act be amended 
to consolidate the administration of directly related Federal Acts, in 
its administrator. (3) The suggestion that this Act be amended to 
prevent the exportation of foods, drugs, or cosmetics, which are unfit, un- 
safe, or falsely labeled. The subcommittee will act thereon pursuant 
to a referendum vote by Committee members, as hereinbefore provided. 


To the Subcommittee on Food Law: (1) The suggestion that this 
Act be amended to require the iodization of table salt. (2) The sug- 
gestion that this Act be amended to provide an advance government 
control of new chemicals for spraying growing fruits and vegetables, 
etc., which is analogous to its “new drug” control and effective to pre- 
vent a residual contamination of such foods that renders them unfit 
or unsafe for consumption. (3) The suggestion that this Act be amended 
to authorize a voluntary government inspection of any food production, 
on request and subject to prescribed conditions, which is now available 
only for seafood production. 


To the Subcommittee on Food Standards: The suggestion that 
this Act be amended to clarify and improve its food standards law, in 
both substance and procedure. 
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To the Subcommittee on Drug Law: (1) The suggestion that this 
Act be amended to authorize the administrative requirement of a pre- 
testing certification for any new drug, on the basis of evidence adduced 
at an appropriate public hearing open to the introduction of opposing 
evidence and where such requirement is subject to due court review. 
(2) The suggestion that this Act be amended to eliminate warnings 
from the retail labeling of prescription drugs, except where they are 
directed by the prescriber; to define the scope and conditions of ‘a 
“prescription legend’’ labeling of drugs; and to provide that the list 
of drugs subject to this labeling shall be established on the basis of an 
appropriate public hearing and a due court review. 


CHARLES WESLEY Dunn, Chairman 


JAMEs M. Best, Secretary 


SPECIAL VERDICTS 


“The vesting of discretion in the trial court 
to apply the practice [use of the special verdict | 
in civil actions . . . is no indication of authority 
to use it in criminal trials. In such trials the 
practice has been settled time out of mind to 
charge but on crime in one count, to accept but 
one general plea to it and to call upon the jury 
to make but one general response, guilty or not 
guilty. . . . It is not the function of the courts 
subordinate to the Supreme Court to introduce 
innovations of criminal procedure. The action 
of the court requiring the special verdicts 
constituted error.” Judge Woodrough of the 
United States Court of Appeals for the Eighth 
Circuit in Gray v. Linited States (1949). 
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Notes and Commen 


Judicial, Administrative, and Legislative Developments 


Eau de Quinine Containing Inconsequential Amount of Quinine 
Held Not Misbranded . . . An indictment was filed against Pinaud, 
Inc., charging that that company sold a quantity of “Eau de Quinine” 
to the Gladiator Company in New York City pursuant to an invoice 
on which appeared a guaranty to the effect that the product complied 
with all the requirements of the Federal Food, Drug, and Cosmetic Act, 
and that later the Gladiator Company shipped the product in interstate 
commerce. The indictment further charged that this constituted a vio- 
lation of the Federal Food, Drug, and Cosmetic Act because the product 
‘Eau de Quinine’ was misbranded in that the labeling appearing thereon 
was misleading because it would cause one to believe that there was a 
substantial or consequential amount of quinine in it, whereas, as a matter 
of fact, the amount of quinine in the product was trivial and incon- 


sequential. 


The court instructed the jury that the test as to whether or not 
the public is misled or is likely to be misled by labeling depends on 
whether or not the labeling bears any statement which would deceive 
or mislead any purchasers who are of normal capacity and use that 
capacity in a common sense way. Whether or not there may be any 
or few so deceived is not material. It was pointed out that the test is not 
whether or not there may be somewhere a man or woman, regardless 
of his or her intelligence or illiteracy, who would be misled. 


It appeared from the evidence that the product, Pinaud'’s “Eau de 
Quinine,” was first manufactured more than 90 years ago by one Edward 
Pinaud and that the product had been widely advertised and sold 
ever since. It further appeared that there was no dispute over the fact 
that the product contained only two parts quinine to 10,000 parts of the 
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finished product, and it was agreed that such an amount of quinine is 
very small or inconsequential. The evidence further showed that quinine 
is a drug used primarily for the cure of malaria and that it has no value 
whatsoever to the scalp or to the hair in a hair tonic. 


Pinaud contended that the words “Eau de Quinine” have come 
to designate to the public the name of the product and that they do 
not represent to the buying public, because of this long usage, the 
name of a product containing any particular amount or any amount of 
quinine. The jury returned a verdict of not guilty. (United States v. 
Pinaud, Inc. District Court of the United States for the Southern Dis- 
trict of New York. January 23, 1947. Federal Security Agency Notices 
of Judgment under the Federal Food, Drug, and Cosmetic Act, Cos- 
metics, No. 152. [CCH Food Drug Cosmetic Law Reports § 7108.] ) 


The result of this decision is that Pinaud’s “Eau de Quinine” has 
joined the list of commodities (the best known being “Coca-Cola,” 
a product containing no coca and a very little cola) whose names, if 
adopted since enactment of the Federal Food, Drug, and Cosmetic Act, 
would undoubtedly have been found to be misleading. Thus, long 
usage has condoned what might properly have been considered a wrong- 
doing at the time these names were originally adopted. As a result of 
this, in future cases, one product may be found to be in violation of 
the Food, Drug, and Cosmetic Act because of the misleading nature 
of its name, whereas another product, because of many years of use, 
may be found not to be in violation of the Act. The meaning the 
general public places on the word, and the significance and the in- 
terpretation it places thereon, will be the determining factor. If the 
public believes the word to mean a product rather than a designation 
of ingredients, it will not violate the law. In this manner, the word 
“Coca-Cola” has come to mean the trade-mark for a drink or beverage 
rather than a description of a drink or beverage which contains coca 
and cola. Other examples of words of this nature are the word “milk” 
in ‘“Milk of Magnesia’ and “soda” in “Soda Water.” To this list 
now has been added ‘‘Eau de Quinine.” 


~x~ *§ * 
Owner Held Not Entitled to Inspection of Government's Tests 
and Analyses . . . A seizure was made of five cases, more or less, of 


cans of oils alleged to have been adulterated and misbranded. The An- 
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tonio Corrao Corporation appeared as claimant of the merchandise and 
made a motion for an order requiring the government to produce true 
and exact copies of each and every chemical test and analysis made 
by the government on the samples taken by it from the seized mer- 
chandise. It was claimed on the argument that the allegations of the 
libel did not reveal the nature of the alleged adulteration with exacti- 
tude and that the claimant was entitled to know the specific substances 
and exact percentages thereof with which the government asserts that 
the oil was adulterated. The contention was made that, unless the 
claimant was allowed to inspect the chemical analyses made by the 
government's experts upon which the prosecution would be based, the 
rights of the claimant would be seriously prejudiced. It was claimed 
that such examination was provided for under Rules 26, 33 and 34 of 
the Federal Rules of Civil Procedure. 


It was held that while this proceeding commenced as a libel under 
the Admiralty Rules, nevertheless, thereafter it was conducted as an 
action at law and would be governed by the Federal Rules of Civil 
Procedure. It was further held that the Rules of Civil Procedure gov- 
erning the discovery process should be liberally construed to effectuate 
the reforms in practice they were intended to secure. However, even 
with the liberal objective of the Federal Rules in mind, it was found 
that the claimant had failed to meet the requirements of Rule 34 in 
respect of showing a good cause for the discovery. It was felt that, as 
the claimant had ample opportunity to make its own tests and analyses 
which could be offered in evidence in defense against a forfeiture, it 
would not suffer any unfair prejudice if not accorded a preview of the 
government evidence. As the claimant had its own authentic evidence 
within ready reach, there appeared to be no need of examining the gov- 
ernment’s evidence. (United States v. 5 Cases, More or Less, Each 
Containing 6 Cans of an Article Labeled in Part: (Can) “‘Figlia Mia 
Brand a Blend Consisting of 90% Vegetable Oils. Choice Cottonseed, 
Corn and Peanut Oils, Plus 10% Pure Olive Oil One Gallon Net” and 
5 Cases, More or Less, Each Containing 6 Cans of an Article Labeled 
in Part: (Can) “Pace O Mio Dio Brand 80% Choice Peanut Oil and 
20% Pure Olive Oil One Gallon Net.” District Court of the United 
States for the District of Connecticut. Admiralty Nos. 4359 to 4363. 
February 4, 1949. [CCH Food Drug Cosmetic Law Reports § 7114.] ) 
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The pre-trial deposition discovery mechanism established by Rules 
26 to 37 of the Federal Rules of Civil Procedure are considered to be 
among the most important innovations resulting from the adoption of 
these Federal Rules. Under the prior Federal practice, pre-trial functions 
were performed primarily and inadequately by the pleadings. The new 
Rules restrict the pleadings to the task of general notice giving and 
invest the deposition discovery practice with a vital role in the prepara- 
tion for trial. Thus, civil] trials in the Federal courts are no longer 
carried on in a way whereby either party may be surprised at the trial. 
It is possible under these rules for the parties to obtain the fullest 
possible knowledge of the issues and facts before the trial is had. The 
provisions of Rule 34 which permit the copying of the documents that 
are not privileged provide that such copying may be secured only 
upon the party showing good cause therefor. Under the circumstances 
in a seizure case such as this, where the claimant could make his own 
examination, the court felt that the necessary good cause was not 
apparent. In the lanquage of the court: “I cannot see the necessity of 
a court order to enable a claimant to pierce ‘the dark veil of secrecy 
over pertinent facts’ when without an order he can poke his head within 
the veil and make his own observation of the facts.” The court agreed 
that it would have reached a different conclusion if the proceeding in- 
volved fresh fruits and vegetables. Section 304(c) of the Federal Food, 
Drug, and Cosmetic Act provides that a claimant shall be allowed a 
true copy of the analysis upon which the proceeding is based where a 
fresh fruit or vegetable is involved. These are the only types of products 
concerning which a claimant is specifically entitled by the provisions 
of the law to a true copy of the analysis. It seems obvious that Congress 
must have realized that the tendency of such fresh produce to spoil 
left a claimant with scant opportunity for useful and necessary inspec- 
tion of his own product, and that, consequently, in fairness the gov- 
ernment report should be made available to him. Such a situation is 
entirely different from that where the claimant can make his own in- 


spection at his own convenience. 


x «© * 


Adequate Information for Use by a Physician Held Not Readily 
Available When Circulars Distributed to the Physicians Contained 
False Statements . . . A libel of information for confiscation was 
brought against two devices manufactured and sold for use as colonic 
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irrigators under the name “Tox Eliminator.’ The devices were shipped 
in interstate commerce from the manufacturer, Tox Eliminator Company 
of Glendale, California, to Doctors J. C. Rabourn and Ada Rabourn 
in Poteau, Oklahoma. The articles were seized in Poteau and have 
been claimed by the Doctors Rabourn. 


The Tox Eliminator Company had forwarded by mail from Glen- 
dale to their agent in Oklahoma two pamphlets entitled “The Magic 
Power of Water” and ‘““The Modern Scientific Drugless Way to Health,” 
and a letter to be used as a circular letter, addressed to “My dear friend.” 
These pamphlets contained representations as to the curative power 
of the tox eliminators. Thereafter, the company’s representative had 
copies of this literature reproduced in Shawnee, Oklahoma, and they 
were mailed by a local mailing agency to some 2000 persons on a pre- 
pared list of prospective patients of the Doctors Rabourn. The Rabourns 
reimbursed the company’s agent for this expense, as agreed upon in the 
contract under which the two tox eliminators were sold to them. The 
only labels attached to the tox eliminators were name plates on each. 
of which appeared the words “Tox Eliminator, Tox Eliminator Com- 
pany, Inc., Glendale, California, Serial No. rs 


The government contended that the literature mailed was false and 
misleading and that it ‘“‘accompanied” the devices within the meaning 
of the Federal Food, Drug, and Cosmetic Act. The government further 
contended that, if the literature were held not to accompany the devices, 
nevertheless, the devices were misbranded as they did not contain 
adequate directions for use as required by the said Act. The Rabourns 
asserted that the literature was not labeling as it was not (1) upon 
the devices sold and shipped in interstate commerce, or (2) did not 
accompany such devices within the meaning of the Federal Food, Drug, 
and Cosmetic Act. With respect to the sufficiency of the label appearing 
on the devices themselves, they contended that, as they were shipped to 
a physician to be dispensed by or under the direction of a physician in 
his professional practice, they did not need any further or additional 
directions for use. The court held that the literature which was ad- 
mittedly false did misbrand the devices and that the labeling was in- 
sufficient as it did not contain adequate directions for use. (United 
States v. Two Articles of Device Intended for Use as a Colonic Irrigator 
Bearing on Their Nameplate the Designation “Tox Eliminator,” Dr. 
]. C. Rabourn, and Dr. Ada Rabourn. District Court of the United 
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States for the Eastern District of Oklahoma. Civil No. 2343. February 
14, 1949. [CCH Food Drug Cosmetic Law Reports § 7113.] ) 


With respect to the adequacy of the labeling appearing on the 
devices themselves, the first impression might well be that the labeling 
is adequate. Labels are exempted from the requirement of directions 
for use pursuant to regulations issued by the Federal Security Admin- 
istrator if adequate information for the use of the drug or device by a 
physician «is readily available, and delivery of the drug or device is 
made to a physician to be dispensed by or under his direction. The 
evidence was clear that the devices were delivered to physicians to be 
dispensed under their direction. However, there still remained the 
question as to whether or not adequate information for use of the device 
by a physician was readily available. Adhering to the principle that 
the Federal Food, Drug, and Cosmetic Act is primarily for the pro- 
tection of the public and should receive a liberal interpretation, it was 
held that the adequate information required relates to the use of the 
machines in the treatment of the diseases and conditions for which it 
is intended to be used as set forth in the literature which was prepared 
by the Tox Eliminator Company. As many of the claims of this literature 
had no basis in fact, adequate information for their use could not be 
considered as readily available. Were it otherwise, the probable harm 
from the use of the devices for conditions or diseases or the delay in 
securing relief by other means might find justification never contemplated, 
but intended to be denied, by the broad purposes of the statute. It is 
interesting to note that this company in the past had been shipping the 
tox eliminators and the circulars together from their plant in Glendale, 
California. See United States v. One Device, intended for use as a 
colonic irrigator, bearing a plate reading “Tox Eliminator—Tox Elim- 
inator Co.,” etc. [CCH Food Drug Cosmetic Law Reports { 7044.] 
This case was discussed in 2 Food Drug Cosmetic Law Quarterly 
(1947) 271 and following. 


x * * 
Directions for Use Must Include Directions with Respect to All 
Ills for Which the Product Is Advertised . . . A libel was filed against 


various quantities of articles alleged to be articles of drug. The libel 
charged misbranding within the meaning of Section 502(f)(1) of the 
Federal Food, Drug, and Cosmetic Act in that the labeling failed to 
bear adequate directions for use of the said drugs. As to one group, it 
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was alleged that they were misbranded because they did not contain in 
the labeling a statement listing the various diseases and ailments of the 
human body for which they were claimed to possess therapeutic value, 
in two booklets disseminated by the manufacturer and distributor, called 
respectively ‘Health Mysteries” and “Dynamic Digest."” Another group 
was alleged to be misbranded for lack of the same information in the 
labeling, but with respect to therapeutic claims made in “Dynamic Di- 
gest” alone. The third group was alleged to be misbranded not only 
because its labeling contained no information about the diseases for 
which claims were made in “Health Mysteries’’ and “Dynamic Di- 
gest,’ but also because the only directions for use in the labeling were 
statements of a designated quantity and frequency of dosage. 


Alberty Food Products filed an answer to the libel in which, in 
substance, it was alleged, among other things, (1) that the directions 
for use shown on the labels were adequate; (2) that they had abandoned 
distribution of the booklets; and (3) that certain of the articles could 
not have been misbranded by reason of lack of directions for use rela- 
tive to any therapeutic claim made in the “Dynamic Digest’’ booklet 
as they had been shipped in interstate commerce prior to August 15, 
1947, whereas the booklet had not been disseminated until that date. 
The government moved to strike these defenses from the answer on 
the ground that they were insufficient in law and that some of them 
were immaterial. 


The court ruled that the adequate directions for use prescribed by 
the law and the regulation thereunder compelled not only the showing 
in the labeling of the dosage, but in addition a statement of the disease 
or diseases for which such dosage is recommended or advertised. The 
label, in order adequately to comply with the law, must bear complete 
directions for the use of the product in the treatment of all ills for 
which it is advertised, including the dosage to be taken in each of these 
conditions. 


With reference to the defense that the distribution of the booklets 
had been abandoned, it was pointed out that the pleadings did not indi- 
cate that such abandonment had taken place prior to the shipping date 
of any of the shipments which were seized. Their abandonment after 
shipments had been made would not constitute a defense to the allegation 
of misbranding since, under the Act, misbranded drugs may be seized 
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at any time after they are shipped in interstate commerce. If the answer 
were amended to show that the abandonment took place before the 
date of some or all of the shipments, this could amount to a conditional 
defense. As to those shipments which were subsequent to the abandon- 
ment, it could only be a defense to the extent that the abandonment of 
such distribution might create an inference that the shipper did not 
intend when it shipped the drugs in interstate commerce that they be 
used for the treatment of the diseases named in the booklet. If the 
government introduced evidence to show that, notwithstanding such 
abandonment, it was still the intention of the shipper that the drugs be 
used for the treatment of the diseases mentioned in the booklet, the 
abandonment would no longer constitute a defense. 


Finally, with respect to the defense that some of the drugs had 
been shipped prior to the distribution of the “Dynamic Digest’’ booklet, 
it was held that the drugs in these particular shipments could not be 
said to be misbranded by reason of the omission from the labeling 
of directions for use with respect to those diseases and ailments for 
which the drugs had not been held out in any way to the public as cures 
or palliatives prior to the respective dates of their shipments. This 
defense, therefore, was not stricken. It was pointed out, however, that 
the government might still prevail in its charge that these drugs were 
misbranded if it could prove that it was the intention of the shipper at 
the time of shipment to make the claims for them which were afterwards 
made in “Dynamic Digest,” but that this proof could not rest alone 
on the fact that the “Dynamic Digest’ was subsequently disseminated. 
(United States v. Various Quantities of Articles of Drug Labeled in 
Part: “Instant Alberty Food * * *,” “Alberty’s Food * * * Regular 
** *"' “Alberty Vitamin B Complex Tablets with High-Potency B, 
** * "“Alberty’s Vio-Min Vitamin-Mineral Tablets * * *,” “ Alberty 
Garlic Vegetable Oil Perles * * *,” “Alberty’s Lebara Pellets Homeo- 
pathic * * *,”’ “ Alberty’s Lebara No. 2 Pellets * * *,’ “ Alberty’s Oxorin 
Tablets * * *,” “Tablets Pandora * * *,’’ “ Alberty’s Phosphate Pellets 
** *" “Alberty’s Phloxo B Tablets * * *.’ “Recal Tablets * * *," 
“Alberty Riol Tablets * * *,” “Alberty’s Sabinol (pellets) * * *,” 
“Alberty Special Formula Tablets * * *,” “Alberty’s Vegetable Com- 
pound Capsules * * *,” ““Alberty’s Vitamin A (perles) (High Potency) 
Shark Liver Oil * * *,” “Alberty’s Vitamin B, with Supplementary 
Amounts of the Other B-Complex Factors * * *,” and “Wheat Germ 
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Oil * * * Perles* * *.” District Court of the United States for the 
District of Columbia. No. 3188. March 25, 1949. [CCH Food Drug 
Cosmetic Law Reports § 7112.) ) 


In ruling that the government might still prevail in its charge that 
the drugs were misbranded even though they were shipped in interstate 
commerce before distribution of the booklet in which the therapeutic 
claims were made, the court, although it did not say so in so many words, 
apparently reached the conclusion that the booklet could be considered 
as “accompanying” the articles within the meaning of Section 201 (m) 
of the Act if the shipper intended at the time the drugs were shipped 
to make the claims by the subsequent distribution of the booklet. Thus, 
the court in this case has added a limiting prerequisite to such “accom- 
paniment”’ by requiring that a showing must be made of a present inten- 
tion of the shipper at the time of shipping the goods to subsequently 
make the claims for them which are afterwards made in the advertising 
material. To this extent the decision in this case seems to differ from 
the decision in the ““Tox Eliminator’ case discussed immediately above, 
and to follow the Kordel case where the trial court found, as a matter 
of fact, that the printed material was intended to be distributed in rela- 
tion to the drugs. 


This decision may to some extent limit the enforcement activities 
of the Food and Drug Administration in those of its prosecutions where 
printed material is alleged to misbrand the goods. In requiring that 
wrongful ‘‘intent’’ shall be shown, the court has added an element which 
is not usually present in prosecutions made under the Federal Food, 
Drug, and Cosmetic Act. A requirement of showing proof of intent 
or of negligence is normally not required by legislation with respect to 
foods and drugs. The “Moore” amendment, discussed by Mr. C. W. 
Crawford, Deputy Commissioner of Food and Drugs, in 4 Food Drug 
Cosmetic Law Quarterly (1949) 24, and by Mr. James M. Best, 4 Food 
Drug Cosmetic Law Quarterly (1949) 68, would require proof of in- 
tent or gross negligence in criminal prosecutions. The proposed amend- 
ment has been opposed because of this requirement of ‘intent.’ The 
requirement of ‘intent’ may to this extent be considered a novel require- 
ment in connection with food and drug enforcement legislation. 


Despite the fact that the court imposed this requirement of ‘‘intent,”’ 
it went on to describe the broad purposes of the law and to point out that 
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the Act was intended to provide effective safeguards fSr the public, and 
discussed the possible danger to health from self-medication. These 
dangers were felt to be threefold: First, if the drug is misbranded either 
by omission from the labeling of a statement of its ingredients or by 
false statements in the labeling with reference to the contents of the 
package or with reference to the efficacy of the drugs in connection with 
treatment of certain of the diseases; secondly, if the drug is placed on the 
market without any mention of the disease or ailment for which the 
manufacturer intends it to be used as a cure or palliative, while at 
the same time it is falsely advertised to the public through other means as 
having therapeutic value in certain diseases; and thirdly, if the labeling 
mentions some diseases or ailments for which the drug is claimed to be 
a remedy while it is falsely advertised to the public by other means as a 
remedy for other and different diseases or ailments. Where no diseases 
or ailments are mentioned in the label, if the consumer who purchases 
the product is not aware of the advertising claims, he is left to speculate 
as to the diseases or conditions for which it is intended to be used, and 
thus may use it for some condition in which it is neither effective nor 
intended to be so, but may be harmful. If the consumer is aware of the 
advertising, he is led to purchase the drug for self-medication for some 
disease or condition for which it is not intended and for which it may be 
harmful. In the third situation, a consumer who has knowledge of the 
advertiser's claim may purchase the drug for use, not for an ailment 
specified in the labeling, but for some disease or condition for which the 
advertiser falsely claims it is effective, in which use it may not be effective 
but actually harmful. Thus, a purchaser is led into a form of self-medi- 
cation which is of no benefit to him, but which may be directly harmful 
and which is further deleterious to his health because of the fact that it 
deters or prevents him from seeking other means of relief. 


oe 


Supreme Court Proceedings of Interest . . . The United States 
Supreme Court again has reversed‘the Court of Appeals for the Fifth 
Circuit in the Lrbeteit case. Last November, when the Supreme Court 
first remanded the case to the Court of Appeals, the reversal was on the 
one point that certain advertising material shipped separately from any 
of the machines might constitute labeling because it “accompanied” the 
machines. The Supreme Court indicated that in its opinion the adver- 
tising matter did “‘accompany”’ the machines because there was a single 
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interrelated activity in the shipment of the machines and the advertising. 
That Supreme Court decision was reviewed in 4 Food Drug Cosmetic 
Law Quarterly (1949) 152-155. 


Despite what seemed to be the conclusion of the Supreme Court, 
the Court of Appeals, in remanding the case to the District Court, stated 
that the question as to whether or not the shipments of the articles and 
the machines were a single interrelated activity was one that should be 
further investigated. In this the Court of Appeals erred. The Supreme 
Court, in its latest opinion, states that the function of the leaflets and the 
purpose of their shipment already were established, and nothing more 
was needed to show that the movements of the machines and leaflets 
constituted a single interrelated activity. The Court of Appeals also 
had stated that the District Court should hear all the evidence offered on 
the question of the falsity of the advertising. On this question, the 
Supreme Court instructed that the Court of Appeals, before reversing 
a condemnation judgment against allegedly misbranded electrical ma- 
chines on the ground that the District Court erroneously excluded evi- 
dence as to the therapeutic or curative value of the machines, should 
consider whether the evidence as respects the falsity of the diagnostic 
capabilities of the machine was adequate to sustain the condemnation 
even though error in exclusion of the other evidence was conceded. 
(United States v. Urbeteit. Supreme Court of the United States. No. 
640. May 2, 1949. [CCH Food Drug Cosmetic Law Reports § 7118.] ) 


Certiorari has been denied by the Supreme Court in the Stinson 
Canning Company case in which judgments were entered forfeiting cer- 
tain performance bonds for the segregation of cans containing diseased 
fish from cans containing fish that were not diseased. This case was 
reviewed in 4 Food Drug Cosmetic Law Quarterly (1949) 157-159. 


x *-§ * 
Federal Trade Commission Finds One Out of Every Fifty Advertise- 
ments to Be Possibly Misleading . . . The Federal Trade Commission 


has reported that during the last fiscal year 321,447 newspaper, maga- 
zine, and other periodical advertisements were examined, as were 643,604 
commercial radio announcements. From this total, 11,444 published 
advertisements and 8819 broadcast statements were designated as need- 
ing further study to determine whether or not the representations con- 
tained therein were false or misleading. 
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From the foregoing it is apparent that of the statements which may 
possibly be determined to be misleading, the greater proportion found 
was in published material rather than in radio broadcasts. These fig- 
ures demonstrate that one out of every thirty of the published statements 
was set aside for further study, while only one out of every seventy-five 
of the broadcast statements was set aside for such study. [The End] 


‘Notes and Comment” is a regular feature 
of the Food Drug Cosmetic Law Quarterly, 
written by Franklin M. Depew, who is of 
counsel for Standard Brands Incorporated. 
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How the laws that run our lives, our business, our 
country are made. You'll get the whole storyin... 


STATUTE MAKING 


by A. B. Coigne 


e With the output of our federal and state law- 
making bodies continuing to be of the greatest 
importance in the everyday lives of all of us, every 
thinking citizen, every informed person, should 
have a fundamental, working knowledge of how 
statute law comes to be A knowledge of 
how such law is originated—of the steps it must 
pass through before enactment—of how it is 
promoted and opposed—of the pertinent rules 
of parliamentary procedure—of when it becomes 
effective and the features of its validity. 


e And here in this timely new book is the whole 
story of this process by which American statutory 
law is initiated and enacted. In understandable, 
plain-English form, each step from inception to 
final passage or defeat is taken up and the hows 
and whys of procedure made clear. The instru- 
ments of enactment are carefully considered, the 
“persuasive” influences, the legislature and its offi- 
cials, the Congress, the governor and the president. 
General rules of procedure are logically outlined, 
with important exceptions noted by state; salient 
points made are helpfully supported by refer- 
ence to underlying authority through appropriate 
citations. 


e You can read your newspaper more resultfully, 
you can follow unfolding developments in Con- 
gress and in your state legislature more intelli- 
gently, you can handle business or personal affairs 
more effectively under present-day conditions, 
when you have the comprehensive grasp of legis- 
lative processes that this readable, authoritative 
book imparts to you. 


e For not only are the factors that affect legis- 
lative output plainly spelled out—but the highways 
and byways that any piece of legislation has to 
travel are explored and charted, the highroads and 
dead-end streets explicitly labeled and explained. 
You are, in effect, taken “behind-the-scenes,” 
shown why things happen in a certain manner, as 
well as how. 


e You can read STATUTE MAKING in a few 
swift hours and gain a sound and practical under- 
standing of our legislative methods and machinery 
that will last a lifetime. Send for it today, subject 
to 15 days’ approval. Satisfaction guaranteed—a 
Commerce Clearing House, Inc., publication. 
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